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SUPPLEMENTARY INFORMATION:

I. Background

On November21, 1997, the President signed FDAMA into law. Section 406(b) of FDAMA

requires the Secretary, after consultation with appropriate scientific and academic experts, health

care professionals, representatives of patient and consumer advocacy groups, and the regulated

industry, to develop and publish a plan bringing the Secretary into compliance with each of the

obligations of the Secretary under the act. The plan is to be reviewed biannually and revised as

necessary, in consultation with the groups listed in the previous sentence. The plan must address

the following six objectives: ( 1) Maximizing the availability and clarity of information about the

process for review of applications and submissions made under the act; (2) maximizing the

availability and clarity of information for consumers and patients concerning new products; (3)

implementing inspection and postmarked monitoring provisions of the act; (4) ensuring access to

the scientific and technical expertise needed by the Secretary to meet the obligations of the

Secretary under the act; (5) establishing mechanisms, by July 1, 1999, for meeting the time periods

specified in the act for the review of applications and submissions made under the act and submitted

after November 21, 1997; and (6) eliminating backlogs in the review of applications and

submissions described previously by January 1, 2000.

Over the past several months, the agency held a series of meetings with its stakeholders.

The process of consulting with agency stakeholders began with a careful examination of FDA’s

stakeholders vis-a-vis the products regulated by the agency and the perceived interest of these

groups in FDA’s processes. A total of eight open public meetings were held where agency

stakeholders had an opportunity to provide their perspectives on a variety of issues/questions. Six

of the eight meetings were focused specifically on FDA’s product centers; one briefing for health

professionals provided an opportunity for health professionals to offer input to FDA under the

broad guidance of section 406(b) of FDAMA; and an agency-wide meeting was held to capture
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the perspectives of those who could not attend pwvlous meetings and to provide an opportunity

to explore recurring themes from previously held meetings.

In addition to the open public meetings focused specifically on section 406(b) of FDAMA,

agency staff used a variety of ongoing interactions with stakeholders as opportunities to talk about

the stakeholder consultation process and to invite comments to the

II. The Plan

The agency plan for statutory compliance has been developed

docket.

in response to the requirements

outlined in section 406(b) of FDAMA. The plan presents a blueprint for carrying out all of the

agency’s statutory obligations, including provisions of the act, as well as its other mandates.

The plan outlines FDA’s strategic directions for the next 5 years and presents an opermional

plan for fiscal year 1999 and 2000. The plan is a dynamic document which will be modified

as ongoing consultations with FDA stakeholders render new and more effective strategies.

The act itself builds upon a long history of recommendations from advisory committee

members, industry representatives, and consumers to help the agency respond to new challenges

while still fulfilling its mission and mandates. It was Congress’ belief that FDA could address

these challenges by re-engineering several of its regulatory processes to achieve greater efficiencies

and by buttressing its considerable risk assessment and risk management expertise through

productive, collaborative relationships with key external stakeholders.

III. Comments

Interested persons, may at any time, submit written comments to the Dockets Management

Branch (address above) regarding this plan. TWO copies of any comments are to be submitted,

except individuals may submit one COPY.Comments should be identified with the docket number

found in brackets in the heading of this document.

Submit e-mail comments to ‘‘FDADockets @bangate.fda.gov”. E-mail comments should be

labeled as comments and identified with the docket number found in brackets in the heading of
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this document. A copy of the document and rcccilcd comments arc a~ail:~h]c for public examination

in the Dockets Management Branch bet~veen 9 a.m. and 4 p.m., h~ond~y through Friday.

The text of the plan follows:

[INSERT PLAN]
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EXECUTIVE SUMM.4R Y: FD.4 PL.d/V FOR SE4 T[~TOR 1’COMPLIAiVCE

Purpose The FDA Plan for Statutory compliance addresses requirements set forth in
Section 406 of the Food and Drug Administration Modernization i\ct of 1997
(FDAMA). The Plan identifies those actions necessary to bridge the gap
between what FDA is required to do by statute and \\tlat it is able to
accomplish lvith current resources. FDANIA has presented FD,I ~iith an
opportunity to close that gap b] \\orking in concell u ith its community of
stakeholders to protect the health and ~~ell-being of the .American public. This
Plan is a positi~c first step, It outlines bold and inno~rative approaches to meet
the increasingly complex public health challenges of the 21st century.

FDA, however, is unable to meet all of these challenges [vith its current Ie\’el
of resources. Innovation and creati~’e collaboration tvith stakeholders \\ill
enhance this effort. but significant aciditional resources. as ~iell as
prioritization of FDA acti~ities. are essential if FDA is to rnect its statutor]-
rcquirements on a sustained basis and to meet public cspectation.s. ‘l-he
successful itllplelllellt:itiorl o!’this Plan depends on commitmtmt of’resources
bj both FDA and its stakeholders.

Scope The Plan speciticall} addresses each ofthe ob,jectites stipulated b) Congress
in FD.4Nl,\ Section 406(b). These objectives. \\hen acbie~ed. \vill result in
the follo~~ing outcomes: stakeholdcrs Ii”hoare tvell informed about and
in~ol~ed in the ..~genc~”s ne~~products and regulator] processes:
comprehensi~e monitoring of industr>’ practices and product use: regulator)
decisions that are supported b> a sound science base: ancl on-time re~’iews of
new products prior to market entr~’,

To accomplish these objectives the Plan outlines FD.\’s strategic directions
oter the next 5 >ears and specific performance goals for Fiscal Year (FY)
1999. The Plan \vas developed in close consultation ~~itha wide range of
stakeholders, including consumers and patients, industry, health professionals,
and other public sector regulators. The end product represents the collective
views of FDA’s senior leaders and its community of stakeholders.



The Plan FD.A Chilllenges in Fulfilling Its llission: ~D,\ Inus[ :lddrcss SCICCIILc!
challenges notv find in the fumrc for the .\gcnc]- to succcssf’ull} meet its
statutory requirements and to fulfill its health promotion and protection
mission. These include: research and de~el(lpment-[llelecl pressures on
regulatory- responsibilities; greater product complex it! dri~cn bt
breakthroughs in technology: growlh in recognized adm-se effects associated
~vith product use; unpredictable ne~vhealth and safet~ threats: a~vorcness of
citizen-stakeho lders and their more targeted needs: emerging regL1lat(JrJ
challenges in the international arena: and increased ~olurne and diversit> of
imports. The ability to formulate successful solutions to these challenges
depends on innovative approaches used by FDA. creative collaboration uith
stakeholders, prioritization of FDA activities, and an adequate investment of
resources to implement these approaches.

Stakeholder Vie}vs: FDN1’ssenior leadership listened cmefullj to the
\-ie\\points of its man: stakeholdm-s prior to the dm elopment ofthis Plan.
“1hese opinions \\-ere cxpwsscd during a series of public meetings held daring
the summer of 1998. Sc\eral prociuctitc suggestions surfacmi from these
discussions. ‘l_\vogeneral themes emerged:

1) Greater stakeholcler in~ol~cnlent: Stakeholdcrs tfant to be ongoing
contributors to FD<I”s future stra[cgies. Effwti\c collaboration cm
raise the likelihood that these strategies \\ill be successful,
Stakeholdcrs also ~iant to be ~iell-inforrned obout FDA’s regulator]
processes. Consumers and patients \f-ant clear information about new
products. and the} ~}ant to recei~’ethe information in a timely manner.

2) Balanced. risk-based FDA decisions: Stakeholders agreed that FDA
priorities should be risk-based. and also belie~e that the Agency should
balance timely prcmarket re~ie~i-programs \\ith the need for effective
postmarked inspection and surveillance, The> urged the Agent> to
continue to de~’elop a strong scientific and analytical basis for
regulatory decisions. Some urged FDA to rely more on third parties
and others want more direct FDA regulation.

Current Innovations/Reinventions: While stakeholders have made useful
suggestions for enhancing Agency programs, FDA had already begun steps to
improve its approach to public health protection and is continuing this effort.
This has been accomplished both through redesign of internal programs and
via collaborative efforts with outside parties. New, critically important
medicines are now reaching the market more rapidly as a result of more
efficient Agency review processes and the automation of these processes.
Since 1993, the median approval time for new drugs has been substantially
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reduced. from 20 months to around 12 months in I997. FD.4 is collalmrating
\\ith its regulator>. colleagues as \\ell as [he regulatui inclustr] to de~elop
national systems of consumer protection. Two examples are cited: FDA is
\vorking closely with the U.S. Department of Agriculture. the Centers for
Disease Control and Prevention. and the states to delelop a comprehensive
network for ensuring safety of the American food suppl~’. FDA is also
coordinating with the international regulatory communit} and the (J.S.
Customs service to increase assurance that ilmports entering the countr! arc
safe.

Strategic Directions for the Future: FDA’s senior leadership identified the
following strategic directions in order to focus the Agency”s energies on
meeting the objectives set forth in the Plan:

4

●

●

●

●

●

Establish risk-based priorities - Focus resources on those health and
safet~ risks that most direct]! threaten [he Ivell-being of [’. S,
consumers.

Strcnzthen the scientific and analytical basis for regulatory decisions -
.1 strong science base must umim-pin each of the :Igency ’s regulator>
decisions.

Work more closei~ with external stakeholders - Collaboration \\ith
stakholdcrs !vil] result in more effecti~’e solutions to pubiic health
problems.

Continue to re-engineer FDA processes - Re-engineering \vill result in
regulatory simplification and more cost-effective ways to run FDA’s
internal processes.

Adorn a s~stems ar)moach to .Avencv readation - Regulatory
approaches in the future tvill look for total problem solutions, rather
than piecemeal review and enforcement decisions.

Ca~italize cm information technolom r - Information technology will
help to improve both internal efficiency and communication with
stakeholders.

The six strategic directions outlined above will guide FDA’s efforts to meet
the FDAMA objectives. Many factors over the next several years will have an
impact on FDA’s ability to meet these objectives including the outcome of a
risk-based priority system, the success of third parties in the regulatory
process, improvements in technology and systems engineering, and the

.. .
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s~mergies created by greater collaborati~)n ~~ithother ftdcral agencies- m ~~cll
as FDA’S externa[ stakeholders. nc~vstatutorj mm-dates. and emerging public
health responsibilities. Rein~ention will enable FDA to make Up some of the
difference between current performance and FDANIA objecti~es .4(iditional
resources will also be necessar~ o~w- the next 5 Jears in order for the Agcncv
to satisfy its statutory requirements and to meet pub]ic expectations.

The body of this Plan identifies the major areas t~here FD.4N1A tails for FD.A
to meet statutory requirements. such as premarket re~-ie~vs.injury reporting.
and product safety assurance. It also discusses areas \vhere there are not
statutory requirements, but \vhere there is general agreement on ~vhat time
frames for reviews and inspections are appropriate and ~vhat other work needs
to be accomplished to meet FDAMA objectives. FDA ~vould be hard pressed
to meet all of the FDAMA objectives with current resources and operating
procedures. For example. in FY 1999 the ~lgency estimates it can accomplish
rough]]’ one-ha]f to three-quarters of its StatLltOr}”inspcctiona] [f’ork]oad ~~ith
current funding (See FIGURE 3).

Plan Part One of the Plan. the strategic framework. provides the brood .\gencI-
Organization \vide context of the Plan. This inc]udes:

1) development ofa clear mission statement:

2) assessment ofchalltnges that FDA faces in fulfilling its mission:

3) anal~”sisof the gap betlveen 11hat is expected of FD,I and its actual
performance:

4) consultin: FDA’s stakeholders on future directions: and
5) a statement of Agency-wide objectives [Section 406(b)} and strategic

directions to achieve the objectives.

Part Two of the Plan maps the specific plan for achieving each 406(b)
objective. including strategies and performance goals that can be used to
manage toward the objectives. In Part Ttvo. the specific performance targets
for FY 1999 are established based on the Agency’s existing resources,
reinventions, and collaborative arrangements. FY 2000 performance targets
currently are being developed as part of the FY 2000 Budget process and are
not included in the Plan.

iv



PART ONE
STRATEGIC FR.4N1E}VORK

PURPOSE

The FD.4 Plan for Statutory Compliance addresses requirements set forth in Section 406 of the
Food and Drug Administration Modernization Act of 1997 (FDANII) (see Appendix A). l-he
Plan identifies those actions necessary to bridge the gap bet~veen ~~-h~tFD.4 is required to do b}
statute* and expected to do by the public—and \vhat the ,4gency currentljr is able to accomplish
with existing resources. A high-performing FDA ~~orking in concert ~vitb its stakeholders is
absolutely crucial to promote and to protect the health and well-being of the American public.
Given the myriad escalating technological, economic, and health risk challenges. this will not be
an easy task for FDA. The passage of FDANIA presents FDA with an opportunity to
demonstrate innovative and bold approaches in meeting these challenges for the 21 st centur).
This Plan is onc positive step to~vard moving FDA into conformance t~-i[hthe \ie\vs of Congress
and the Agcnc!’s stakeholders.

This document dwnons[ratcs that FD,\ alrcad> is making great progress in managin: hczlth
risks—ajob that is becoming more complex ond often fraught \\ith uncertain) ,md
unpredic[abi]it!. The Plan also highlights the fact that the .Agmc)” clcarl> is unable to meet all of
the chal]engcs it is expected to a~idress Jt ith its current Ie\el of mources. Innovation and
creati!e collaboration tvith cxtermd stakeholders \\ili certaini) enimncc tile .A:ency ’s abilities to
reduce hcaitil risks in lhc long run: but additiomd resources m-eessential to help FD.’Ltill fill its
st3tLltorJ’manLiatcs.

[* St:]lutor! rcqulrcmurts mcornpms 411prot Islons 01”[hc Fukrcii Food [hug ,md (-omc[ic .\c[ (I [).![’ .IcI) and IIS
mcndmen[s. includ)n: FDf\\i.-l I

SCOPE

The Pian spcciticaii) addresses the six objecti~es stipulated by Congress in FDAMA Section
406(b):

● Maximize the availability and clarity of information about the process for review of
applications and submissions.

● Maximize the availability and clarity of information for consumers and patients
concerning new products.

● Implement inspection and postmarked monitoring provisions of this Act.

● Ensure access to needed scientific and technical expertise.

● Establish mechanisms, by July 1, 1999, for meeting time periods for the review of all
applications and submissions.
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To achie~e these objectives. the Plan identifies Agcnc~-~~-idestrategic directions for the next 5
years, and specific performance goals for Fiscal Year (FY) 1999. Thus. the total plan presents a
picture of the ,\gency’s long- and short-term ftlturc that tvill bc refie~ved and modified as part of
ongoing discussions with FD,LI’s stakeholders. lvith ftlture Department of Health and I Iuman
Services (DI 111S)leadership and other parts of the Administration, and with Congress.

THE MANDATED STRATEGIC FRAMEWORK

This Plan is one element of a total strategic framework mandated by FDANIA that enables FDA
to address increasingly complex public health challenges. This framework. outlined in Section

903 of the Federal Food, Drug, and Cosmetic .4ct as amended by FDAMA (see Appendix A),
contains the follo~ving key elements:

1. .Lhlaugmented mission statement for FD. \, ~~hicb places nm~ emphasis on more
rcsollrce-i]ltellsi~e consultation and cooperation t~-ithstake hol(!crs as a crucial
ingrwiient in pubiic hedtb protection and promotion fscc. c)os(h)(q) i.

7 ,1 charge to the Secretar> of Health and I Iuman Ser~ices 10 foster collaboration-.
among science-based agcncim throughout the federal go~”crnment. Such
c~mrdination is neccssar~ to strengthen the science capabilities thal underpin
tideral responsibilities [o ensure a safe food suppl} and related to cie~elopmtmt.
c~aluation. and monitorin: of’ntn~ mrdical therapies [Sec. 903(C) ].

3. Stipulation of general po~vers that are necessary for carrying out ,lgenc~
responsibilities. including research and education [Sec. 903(d)).

4. ,1 requirement that FD<f develop. after consulting ~~ith stakeholders. a plan for
bringing the Agenc~- into compliance ~lith each of the obligations under the ,4ct
(The FD&C Act). and revise that plan as appropriate ~vith stakeholder input {Sec.
903(17}

5. A provision for FDA to prepare and publish an annual report that compares
planned versus actual performance {Sec. 903(g)}.

These elements reflect certain broad themes. First, the Agency should devise and implement
strategies in a more open, multi-organizational environment. Congress emphasized throughout
FDAMA that consultation, collaboration, and synergy-building with external organizations are
paramount to FDA achieving its mission of protecting and promoting public health. Simply put,
FDA cannot do the job alone.

Second, Section 903 provides FDA with a more systematic approach to strategic management.
The essential elements are clearly articulated: a clear mission, consultation with stakeholders, a
plan based on stakeholder input to carry out the intent of the mission, and provision for ongoing
feedback, accountability, and adjustment to the plan. The Agency recognizes the importance of
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this plan for action accountability’. m outlined in Section 406(b) (~fJ:D\ll.\. and in c>tahlishin:
an ongoing dialogue ~vith stakeholders to continual> impro~t strategies.

Third, Congress has recognized that an arm}’ ofcapabiIities including public education and
research [Section 903(d)(2)} arc essential elements required to carry out its responsibilities under
the ,4ct. The six objectives outlined in FDAMA -106(b) also explicitl~’ stipulate education and
scientific expertise as being central to the Agent]’s modernization pkm. Successful pub]ic
health promotion and protection decisions depend upon a well-de~eloped science infrastructure
and an informed public. Without these two elements. desired health oLItcomes are not possible.

FDA’S STRATEGIC MANAGEMENT APPROACH

FIGURE 1 illustrates how FDA is integrating the mandates in Section 903 to form the
components of an effective strategic management process. As the Ilgure illustrates. effecti~e
implementation of the FDA.MA plan depends upon se~eral elements:

1) de~elopmcnt ot’a clear mission statement:

:) assessment ofchallengcs that FDA-llilccs in t’ultil]ing its mission:

3) anal>sis of-the gap tmmwen Ivhat is expected of FDA and its actual performance:
4) consulting FDA’s stakeho]ders on future directions
5) a statement of Agenc]’-ltide objecti~es [W5(b)j and strategic directions to

achie~”ethe oblecti~m:
6) a specific plan for achiming each -106(b) object i~e. including strategies and

performance goa]s that can he LIscdto manage to~vard the objecti~es: and
7) a budget that adequatcl~ t’Lmdsthe plan.

Part One of the Plan pro~ides the broad ilgency-wide context—steps 1 through 5 above. Part
T\vo of the Plan maps the specific plan for achie~ing objecti~es. In Part T\vo, the specific
performance targets for FY 1999 are established based on the \genc~’s existing resources.
reinvention. and collaborative arrangements. FY 2000 performance targets currently are being
developed as part of the FY 2000 Budget process and are not included in the Plan. Many factors
influence FDA’s choice of performance levels. including: extrapolations of past performance,
anticipated workload, creative re-engineering to improve internal efficiencies, successful
collaboration with FDA’s outside stakeholders, and strategic priorities.

3
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Mission Develo~ment

Over the years, Congress has dramatically expanded the responsibilities of the FDA. The
Federal Food and Drugs Act of 1906, the first national statute enacted by Congress to
regulate the American food and drug supply, gave FDA’s predecessor agency the authority to
remove adulterated or misbranded foods and drugs. In ensuing years, Congress enacted a
series of statutes that expanded FDA’s responsibilities in a number of directions, including:
new product areas (cosmetics, biological, and medical devices.); additional product
characteristics (e.g., efficacy as well as safety); and additional perspectives from which to
monitor products (e.g., monitoring prior to market introduction as well as postmarked
monitoring).

Beginning in 1996 with the passage of the Animal Drug Availability Act (ADAA) and
continuing in 1997 with the passage of FDAMA, Congress enhanced FDA’s mission in ways
that recognized the Agency would be operating in a 21st century characterized by increasing
technological, trade, and public health complexities. To meet these challenges, Congress
added explicit phrasing to the Agency’s mission statement to ensure that FDA would
coordinate its own efforts with regulatory counterparts worldwide. In addition, Congress
recognized that external scientists, medical experts, and public health experts must play an
increasing role in Agency responsibilities. It defined a new emphasis to be placed on
regulatory processes and required more interaction with stakeholders. Through FDAMA,
Congress intends to ensure timely availability of safe and effective new products that benefit
the public, and to ensure that our nation continues to lead the world in new product
innovation and development.
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I:D.-$\l,-\ defines FD,I-S nmi- mission as follo~m:

The .-l(il]lilli,y(r(;[io}l,shall--

(]) promote the public health b>promptlv and {fficienrl} rmi,~~tirl,qcli~lical re,vt’arcil am~
taking appropriate action on the mwkcting of rcgz~l(lte[i~]rc~(il~c[.sin a {inlel] t]lanner,

(2) \t’i(h respect [o .sach producr,v, protec[ the public healt~l h.~’twruring thLtt-

(/4) ,foods m-e safe ,Ihole,sonw, ,sanitar~, muiproper~v lahele(l,.

(B) Jwman and }’eterinar?’drltgs ar~’.safi and <fl{’~tive:

[(j rhere is recwonahle assurance of [he .sL{j2t.Isam! efft’c[ijvne,ss of de) ire.v
intended for izumml use,

(D) cosmetics are .Y@iJandproperh’ labeled,” atzd
(E) public health and safew ore protectecl,fiom eie~tronic prmiuct r(uiia[ion;

(3) participate through appropriate processes with representatives of other counwies to
reduce the burden ofregulalion, harmonize regzdatory requirements, andachie~v
appropriate reciprocal arrangements, and

(’4) a,~determined to be appropriate bJ [he t%cretar-}l,carrl Ioltt paragraph.v (1) throligh

(3) in conslil[a(ion u’ith e.~perts i!l-.~cienct’,medicine, andplihli<- he([[th, am~ itl
cooperation It’ith con,s[imers, {Iser,f, )l)[{fll(fil~frir~’rs,i~)lportl’)”,$,pllckers di!lrihz[for$,

cmd wtailer,s- c{f~”~’<qlili~ti’~iilr(}(ll((t.~.

Emerrinp FDA Challenges

FDA must oddress a wide range of challenges that sme as potential obstacles to successfull~
carrying out its health protection mission in the 2 1st century. To the extent that these
challenges remain unaddressed. a gap bettveen expectation and performance ~vill persist.
This Plan represents a blueprint for addressing these challenges. therebl narro~ving the gap.

Key challenges that FD.A faces no~vand in the near fLltureinclude:

1.

?-.

3.

4.

5.

6.

7.

8.

Research and deteloprnent-fueled pressures on regulatory responsibilities;

Greater product complexity driven by breakthroughs in technology:

Growth in recognized adverse effects associated with product use;

Unpredictable, new health and safety threats;

More targeted needs and awareness of citizen-stakeholders;

Emerging regulatory challenges in the international arena;

Increased volume and diversity of imports; and

Federal budget constraints.

Each of these challenges is discussed briefly below.
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“ Research and clevclopmcnt-fueled pressures on r-egulatoq responsibilities

Each year. FDA-re@tted firms add more than S2 billion to domestic research and
development efforts, For pharmaceuticals alone. this effort currenti} exceeds $20 billion
total, ~vhich is triple the effort of only 10 years ago. The growth in research budgets at public
agencies such as NIH surelv ~vill result in a greater number and t~icier ~ariety of products thot
FDA must, by statute, LtgLlkC. More irnportant]~. the speed of product deteloprnent also is
accelerating, By streamlining the commercial ret-imv process. FD/\ has helped to reduce the
time bet~veen disco~rery and Agency evaluation. But this streamlining also gites the AgencJ
~’erylittle time to develop a regulatory framework to handle ne~v technologies. Thus, it is
imperative for FDA to continue to engage in close interaction ~~-ithindustr)’ in the early stages
of product research and development.

The volume, variety, and speed of ne~vproduct development presents FDA with the twx]folci
goals of 1) ensuring that consumers enjoy timely pub]ic health benefits from these products:
and 2) minimizing the health risks associated ~~ithconsumers” use (Jfthesc products. FD.-\
res~urces dc~oted to prcmarkct re~ic~v of these products must he care fu]i:’ a[]ocate~i SLJthat
~ goals are acidrcssed, The ..\gtmc>’s currrnt lc~el ofrcs(~urces. ho~i-e~er. cannot
adequatcij addrtiss both goals in all of the product areas for ~ihich the .-\gcnc! has
responsibilit~,

● Greater product complexi~ dri~en by breakthroughs in technology

Product complesitl continues to increast. FD:\-regu]ated products will be characterized b}
unprecedented technological sc~phistication. lvhilc also pro~iciing unpara]]e]ed health benefits
for the [J.S. public, The continlled benetlts of genetic engineering ~varrant particular
attention. New products generated b! [he biotechnology) revolution co~er a broad spectrum.
including: genetic probes that serve as po~verf~lldiagnostics: genetically engineered drug and
gene therapies: and biotechnology-based food modifications such as protein-enhanced
~egetables. tncreased understanding of the human genome. as uel] as of the genetic make-up
of other organisms (genomes ofothm animals and plants). will yield many new- find different
products and applications.

The number of sources that produce these new genetically engineered products continues to
escalate, The number of biotechnology firms grew dramaticallyy from the early 1980s through
1993, so that by 1993 there were 1,272 firms, more than a threefold increase over the pre-
1981 number, By April 1997, nearly 300 biotechnology drugs were in development, tripling
the number that were in development in 1989. FDA must have access to the necessary
scientific expertise to be able to address the complexity of these new products, and to provide
sound regulatory decisions.

Microprocessor and miniaturization technologies are rapidly expanding and enabling
significant improvements in implantable medical devices such as pacemakers, cochlear
implants, and closed-loop medicine delivery systems that monitor conditions within the body
and administer treatments as required. Progress in artificial intelligence has increased

6



companies - abiiit> [o appl> pattern recognition twhniqucs in SUCIIpr[ldLic[sx P;Ip smcor
readers and neural net classifiers.

New combination products, such as food–drug and drug-de~ice combinations. ivill continue

to be generated through the application of biotechnology techniques. Such de~elopments
foster improved versions of products already developed and appro~ed. as tiell as entircl> new
products. New biological-based products tvi]l require the de~elopmen( of ne~vdata profiles.
because the data used to determine the safety of chemical-based products of the past are
neither suf~icien( nor appropriate for predicting the safet~’of these nmv products,

Biotechnology also is being used to develop ne~vassessment tools. More emphasis is being
placed on new approaches to assess the product safety of food, dietary supplements. and
health care products. These tools include bioassays to improve safety assessments of
carcinogenicity and to address emerging concerns of neurotoxicit}. immunotoxicity. and
developmental toxicity.

s Gro}vth in recognized ad}crsc effects associated }vith product usc

>;eIVtechnologies ha~e protided ~111exp](~sion ot_inno~ati~c diagnostic mId therapeutic health
products. The consequences of this explosion. ho~i-e~cr. inc[ude a parallel expansion of
adverse effects associated lvith product use. .-l]though the benefits realized from these
products still great]} out~veigh the problems associated ~vith consumption. these problems
must be addressed, To illustrate. FD,\ recei.,cd more than one-quarter million reports of
suspected drug-related ad~erse cfftx[s in 1997. :Ind this number of adverse reports continues
to increase annuall!, FDA estimates that nearll one million patient in,jurics and deaths each
year are associated ~vith the improper LISeof FD.4-regulated products. \dditional injuries and
deaths occur under conditions of proper use and accidental injury. For example. of the more
than 70.000 inju~’ reports related to medical de~ices receit’ed annual] }-.approximate> 25 to
-IOpercent of the injury or death reports ma~ be attributed to device misuse or operator error.
injury reports recei~ed b~ FD,I onl~ represent bettveen 1 to 10 percent of all injuries
associated Yviththe use of medical de~’ices. Using these figures. as many as 400.000 incidents
per year resulting in patient injury or death may, at least in some way, be attributed to the
user-device interaction.

Currently, the FDA Center for Food Safety and Applied Nutrition (CFSAN) receives
reporting on food additives, cosmetics, and special nutritional from the field offices and
other sources. To achieve efficiency in monitoring and responding to adverse events, the
Center is proposing the establishment of an integrated adverse event reporting system for
food and cosmetic products. As the Agency develops more comprehensive adverse event
reporting systems, particularly in collaboration with other institutions, the number of reported
adverse events likely will increase. If surveillance capability does not expand, the magnitude
and severity of product use problems will, to a large extent, remain unknown, and the health
risks will be unaddressed.
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● [unpredictable, new health and safeq threats

FDA continues to face a range of threats to public health that appear in a random and
discontinuous pattern, For example. crippling infectious diseases such as tLlbercLl[osisare re-
emerging, bovine spongiform encephalopathy (B SE) became epidemic in the I.’nited
Kingdom and was unexpectedly linked to the human disease. CreLltzfe]d-Jakob disease
(nvCJD). and more virulent and antibiotic-resistant bacteria ha~e been disco~ered in food
products around the world. These unpredictable threats. coupled ~vith the groyving incidence
of disease-causing organisms’ resistance to existing drug therapies. challenge both indu.str>’
and FDA to bring innovative, safe, and effecti~e treatments to the market rapidlj. The
Agency also must address crises that require emergency responses, whether they are the
discovery of pesticides in selected imported products. Escherichia coli outbreaks. or
intentional product tampering. These events are bv products of several factors, including
continually expanding global trade: new entrants into domestic industries-particularly
where emerging technologies are present: and economic pressures on regulated firms to
redLlcecosts in order to ensLlre short-tenm surli~al.

The unpredictable nature ot’a signiilcant portion of FD,\’s compliance acti~ it> also acts as a
se~we limitation to fulfilling statutor] mandates of inspcctiona] covm-agc. FD.A is attempting
to augment its inspection capabilit~ }~ithstrategies that call for collaboration Ivith states. LW
of third parties to ~’crif>”industr}- compliance. and aLlgmenting industry quality control
mechanisms. ~Llt even these atlgmentotion stra[cgics rcqLlire front-end investInents to
develop s!”stemic capabilities sLIchas data ~alidation. data sharing. and auditing to determine
~~hether protocols are in place, In ad~iititon.some stake ho]ders oppose other third-party
in~olvement. ConsequentI). in the short run FD/\-e~en in conjunction ~vith
collaborators—will not be able simultaneoL1sl~ to satisf> statutory inspection reqLIirements
and address all current health and safet> threats.

● More targeted needs and awareness of U.S. citizens-stakeholders

A more knotvledgeable and diverse consumer population is escalating expectations for more
information, as well as information that is more tailored to their particular needs, concerning
the safety of FDA-regulated products. American consumers have become more health-
conscious during the 1990s and are seeking more information on the impact of medical
products and food on their health. FDA must distinguish between the risks perceived by
consumers and their actual risks, and respond accordingly. Based on the additional
information that FDA provides, consumers are playing a larger role in protecting their own
health.

The elderly population provides a good illustration of why FDA must target its information
and regulatory policies to fit the needs of particular market segments. Although the elderly
are by no means the only segment with special needs, their numbers have become much more
prominent in the general population. By the year 2000, Americans aged 75 and older will be
the fastest growing group. The elderly (those over 65) have disproportionately high health
care demands. Challenges associated with this patient subpopulation, such as multiple drug
interactions, different physiological characterizations and reactions to drug regimens, and the
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need for better medical device design for home self-diagnostics and (hcrapics. ~~-illbccomc
more acute. These challenges i~-illrequire greater inclusion ofthc elderl~ in clinical testing
for drugs. medical de~ices, and other FDA-regulated products. FLlrther. the increasing
educational needs of the elderly wi~]require more focLlsededLlcation programs. inc]Llding
specific dietary information and foods targeted to their nLltritional reqLlirements. The elderly
population and food service ~vorkers who prepare food for the elderly also ~vill require special
education initiatives concerning proper food handling. because as the population ages it
becomes more susceptible to foodborrw diseases,

● Emerging regulatory challenges in the international arena

FDA participates in the world community of developed, Lmderdeveloped, and developing
economies and regulatory authorities. Radical changes in the dynamics of the world structLlre
are Lmderway, driven by several forces: 1) an increasing number of global and mLlltinational
firms that produce FDA-regulated products: 2) increasing sophistication of Lmified economic.
political. and regional entities (e.g.. the ELu-opcan[~nion [EI,] and Pncific Rim coLmtries):
and 3) the response to these conditions on the pm-tof rcgLllt~t~~ry~st:~[l~l~irci-settingcn~itits.

The larger drLlg, biological. de~ice anti food firms not} operate as tnultinationai companies.
Nml- products ~viil be deve]opcd. prodLlced. and marketed through a highi>”net~~orked and
glL~balConlmerciai s>st~m, The system Ivi]] ha~e great po~ver to satisfy consumer needs. but

~viil be mLlchmore complex to monitor for po[cntiai risk than has been the case in the past.
This si[Llation ~viil require sophisticated international regLllator~ responses. FLmher. the
regLiiator~ response bi ( ‘.S. interests mL1stprcsmxc the deiicate balance at the international
levci bet~vcen preventing Lmnecessaril~ high-risk products from entry into the countr). whiie
providing access to novei. important therapies or foods to the American pLlb]ic.

The mLlitinational and globai firms are sharing center stage tvith an increasingly organized set
of regionai economic and poiitical entities such as the El-1.Pacitic Rim organizations. North
America Free Trade Act (NAFTA) participants. etc. These entities are amassing the
economic and politicai power to attract ~vorld trade. The pace of their development is often
uneven. bL[tthe longer term direction is clear. Raw materials and joint ventures that stretch
across national borders are all becoming international elements for FDA to regulate where
previously these were purely domestic phenomena. The Agency must now make new
decisions on how (or i~ to manage each of these new elements. Increasingly FDA must take
into account the global trade implications of its decisions.

Organizations such as the International Committee on Harmonization (ICH), the International
Standards Organization (ISO), the Global Harmonization Task Force, the International
Cooperation on Harmonization of Technical Requirements of Registration for Veterinary
Medicinal Products (VICH), and Codex are becoming increasingly important in the
determination of the level of acceptable product safety, quality, and efficacy for products
trading in the international arena. FDA must maintain a viable voice as standards are
prepared and speak with a voice that represents the interests of all of its stakeholders, whether
they are consumers, patients, health practitioners, or the regulated industry.
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● Increased ~olume and di~’ersity of imports

imported products regulated by FDA represent a significant component of total ( 1.S.
consumption. In some sectors, such as seafood. the percentage of total consumption
represented by imports is approximately 50 percent. FDA’s responsibilities in the import
arena continue to expand, ~~ithout a corresponding increase in resources to do the job. To
illustrate: The ~rolume of imports has growm steadily ot’er the past few decades, By 1998 an
estimated -1million FDA-regulated import line items arri~ed in the U.S. The number of food
items, representing the majority of those imports, increased by 21 percent over the last year
alone! DLu_ingthat same period, FDA resources to address imports remained essentially’
level.

And the complexity is increasing—the reality of a truly global ecc)nomy is adding significant
regulatory challenges for FDA. These products are originating in countries that often have
less developed healthlsafety regulatory structures. The increase in ~olume. ~ariet~. and
sources of imports may be accompanied by increases in no~el pathogens. microbial
contamination. and other public health concerns and regulator}” challenges for FD,\.
De~cloping countries. Jvhich once pro~ided ra~~-materials for [ ‘,S, nlanLlfactLmrs. and
assemblers are increasingly pro~iding finished products to the [“.S. market. This con~ersion
could increase the risks associated Ilith sLIchproducts.

● Federal budget constraints

Recent hLdget proposals and appropriations acts lXLICaddressed emerging public health
issues (sLlchas AIDS) and long-standing public health problems that recci~’ed insufficient
attention in the past (including reducing yoLlth tobacco use, improving food safety. and
accelerating prescription drug appro~’als). W’bile those problems continL]e to need attention.
inflation has reduced real resources a~railable for FDA’s other public health responsibilities,
~~hich are necessary to meet the obligations delineated in FDAMA, These inclLlde inspections
to ensure product safet>: review of devices, food additi~es. blood products, animal drugs, and
generic drugs: and adverse event reporting and follo~~up.

Analvsis of the Gap Between What Is Exr)ected of FDA and Its Actual Performance

FDA faces a critical issue today. Because of a convergence of challenges outlined in
previous sections, the Agency has been unable to fully meet its explicit statutory obligations;
nor has it been able to completely guarantee the more implicit health and safety
responsibilities the statute requires and the public demands. FIGURE 2 illustrates that a
sizable gap still exists between statutory requirements of “on-time review” for several
product areas, and what FDA currently is able to deliver. FIGURE 3 shows a similar gap
between mandated and actual inspectional coverage for FDA-regulated industries.
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Figure 2: New Product Review Performance Gaps

(Percentage of FY 1997 Reviews within Statutory Time Frames)

Human Generic Drugs

Blood Product Licenses*

New Animal Drugs

Medical Device

Premarket Approvals

Food Additive Petitions
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83% 17% 1
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* Thereis no statutoryrequirement. FDA has adoptedan internal 12-monthtime frame.

Figure 3: Inspection

(FY 1999 Projected Inspection Effort

Statutory Interval

Biennial: Drug, Biologic,& Device
Manufacturers* (16,000)

No Statutory Interval

Four-Year Averaze” Cycle: Food
Establishments (49,000)

Four-Year Average” Cycle: Drug,
Biologic,& Device Facilities not included
in Biennial Requirement (33,000)

Performance Gaps

and Remaining Performance Gap)

I
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1

38% Inspected within 4 years

0% I00”’4

~[ Inspection Effort -] F’erforIna”ce Gap

* Statutory requirement includes manufacturers, processors, repackers, and relahelers
** Se]ected high-risk categories inspected more frequently.
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Tl~e,\gcllc}h aslistenedc arc[Llll~ tC~ltsstokellf~lcler.~(~T-cr[llcp:lstsc~cr:il ]IILIIIIIIS:)II,I IIIIS

combined their vimw ~vith its o~rncnlwiw Str:ltcgics to dmclop a plm ii>rnarr{lt~itlg tht
gap. The follo~ving section provides a summar>’ of stakeholdcr ~ic~vs.

Stakeholder Consultation

FD.4’s assessment of the challenges it faces in fulfilling its mission and the identification of
the disparity bet~veen expectations and what is achievable given the current climate set the
stage for consultations with its external stakeholders. This consultation is necessary to
determine the most effective ways of narrowing the gap. FDA depends on the ~ie~vs of its
stakeholders for two crucial reasons:

1) stakeholders are affected by the outcomes of FDA’s strategies and should therefore
play a role in formulating them: and

?) sta~~holders are a]SO[he co!labor:itors that me necessar>” for successfu]

implementation ot’the Plan

]n the sections that folio~v. the process of stkeholder consultation is discussul
summar> of their }iews is pro~idcd.

T}IC Process

Section 406(b) of FDJl\l.A prescribes that the pl~fl ror statutor! compliance be

and a

de~eloped:

‘-~lfii’rcon.~uitu(ion ~t%i(hdpprq?ri(lk’ .Sci<’n[(fk>ma’ academic CJ.YpCIrl~. hwl[h Lwe

)]rqfi’.~.sic~n~ll.~,represent~l[ilyc.v ofplltient (Jnd adlocaq groups, ([m{ the reguluted

industry ‘“

The experts and rcpresentati~es referenced in Section 406(b) comprise the constituency of the
FDA. The Agent) informally consults ~~iththese constituents on a regular basis. Section
-106(b) codifies this process and provides a mechanism for formal input from and feedback to
its constituency.

In response to this requirement, the Agency designed a process that provided multiple
avenues for input, including the following:

● Public meetings were held and tailored to address concerns associated with each of
FDA’s product centers: foods, human drugs, animal drugs, biologics, and medical
devices. In addition, there was a meeting focusing on health professionals and an
Agency-wide meeting addressing cross-cutting issues.

● Dockets were provided for stakeholders to make additional comments subsequent to
the public meetings. These dockets will remain open indefinitely.
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● District Consumer Forums l~ere held to solicit comments from stakeholders.

● Ongoing communication vehicles ~vereLlsedto actitel~ solicit stakcholder }ieLvs on
current and f~nure directions for the Agencl. These t“ehiclcs include speeches made
by the Agency’s senior leadership. ongoing exchanges in smaller forums such as
~~orkshops, and one-on-one conversations.

FDA adopted a uniform approach in framing the stakeholder discussions and comments.
Agency officials first outlined the stakeholder consultation process. The leadership then
provided a framework outlining the emerging technological and public health challenges
faced b~ FDA. Final]}. to focus sta!-wholder comments and discussion. questions (.Appendix

B) ~~erede~cloped that related to each of the six objecti~es oddresscd b} the 406(h) plan ond
\\cre a~ailab]e to stakcholders prior [() the rncctings.

The process ofcngaging the Agcnc>’s stakho[dcrs and rccei~”in: u.wfd fecdhack is m
ongoing one, This initial roLmdof stakcholcicr ~ie~vs~vill continue to be anal}zed and

interpreted dLlring Fall 1998. Results of the anal>sis ~villbe shared ~~ith FD.,\’s ~xt~rllLl\:1s
\vell as internal audiences, The next round of formal stakeholcter meetings is being schedLl]ed
for Spring 1999. and regular contacts \{-illcontinLle to be maintained. Although longer term
assessment is forthcoming. a preliminar~ m“aluation ofs-takeholder ~ie~vshas been
conducted. ~\n o~er~ie~v of these \ie\ts is prokided in the next section. Stakeholder
comments are assessed in greater detail in Part T\vo of the Plan and are related to ,~gencv
strategies.

FDA”s stakeholder-s commented on man~”aspects of the Agency’s operations. The
recommendations made by stakeholders regarding the Agency’s priorities and the strategies
FDA should use in carrying out its responsibilities reflect a wide range of concerns and
perspectives. The full context of stakeholder views expressed at public meetings and in
written comments are captured in transcripts and dockets that are available on FDA’s Internet
Web page http: /lwww.fda.~ovlocl fdama/comm. Appendix B-4 also provides a compendium
of stakeholder recommendations, classified both by 406(b) objectives and by the strategic
directions that are identified in the next section of the Plan. Major themes that emerged from
the stakeholder comments are summarized below.

● Areas of consensus

Most stakeholders agree on several broad issues. Many agreed that FDA priorities should be
risk-based, scientifically rational, and focused on protecting public health. In addition, the
Agency should view meeting its statutory obligations as a high priority. A number of
organizations cautioned that the Agency should limit its participation in new activities,
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especiall~ th(osc that go be~ond the scope o!’its core ~t:mm~ryrcquircmcnts. .\lth~~ugh
staiwholders Iaried in their interpretations of core responsibilities. some >takcholders
hi@lighted the importance of preser~”ing FD;\’s regulator} role and encoLmagcd the .-\gencJ
to dmelop more creative strategies to exercise its regLdatory responsibilities. \lany
stakeholders acknowledged the difficulties inherent in making trade-offs among program
activities ~vhen resources are constrained.

Making new safe and effecti~c treatments a~mlable to patients In a timely manner is also a
high priorit~ for FDA. To optimize the performance of the prernarket rmrie~vand appro~ral
system, stakeholders recommended that FDA continue to reengineer its systems and strit’e
for internal efficiencies; communicate earlier in the premarket review process, more
frequently, and more openly with industry and other stakeholders; and make FDA policies
and procedures more consistent and more transparent to industry and the public. Several
groups would like FDA to adopt a more uniform and consistent approach to addressing risks
of public health significance. Consistenc>r of FD/1 policies and procedures seemed to be a
greater concern than their transparency,

Requests for impro~ed commLmication cmphosizccl t~~-o-[~a}conl[~lLIJlicatic~[l–-ll~}tonl! t-rem
the FDA to its stakeholders. bLltalso I;orn smkeholders to IDA be~-ond ad~mse mcnt
reporting, Stakeholders ~alue FDA de~c]oping a strong scientific and anai}tic base for its
regLllatorYdecisions. Thev belime that FD/\ sho Ldduse the expertise of other organizations.
to help meet its goals. For example. delegating or collaborating on certain fLmctions (sLlchas
research. standard-setting. and some aspects of product rmie~! ) to third parties ~vasoffered as
a means of Ieleraging limited resources.

Several stakeho]der groups ~van(to be more invol~ed in FDA advisory committees. These
views are consistent with FDA’s transition to a more open and collaborative relationship with
its regulatory counterparts and industry. Continued FDA leadership and participation in the
international arena was encouraged to ensure that international standards and gLlide]ines are
consistent ~vith [J.S. requirements. Et’en thoLgh it ~vasrecognized that FDA had limited
resources to meet all of its statutory obligations and to meet public expectations, industry
representatives opposed the collection of user fees for medical devices and the blood banking
industry, as well as for veterinary products, as a means of funding premarket review
activities. Similarly, the concept of an “FDA seal”, viewed as a form of user fees, was not

supported.

w Areas of divergence

Although the first order of concern of all stakeholders is consumer health protection and
availability of medical products, there is no consensus on the role FDA should play nor what
approach should be taken in this daunting task. Key differences among stakeholders include
the following:
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Stakeholder-s differed sharply in their opinions on the legitimacy and primac~ of FD:\-s role
in consumer education. While some stakeholder groLlps beiime that industr} tind health
professionals should be responsible for consumer education. others assert that FDA shoLdd
play an essential role in providing objective information about regulated prodLWs to
consumers and in facilitating patient participation in ongoing clinical trials of promising ne~~
therapies. One consumer advocacy group, the National Council on Patient Information and
Education, requested FDA’s support in developing a collaborati~c. national consumer
medicine safety and education program.

FDA’s enforcement activities

Some stakeholders called for expanded FDA authority and additional resource appropriations
to allow the Agency to carry out its responsibilities. for example, in the areas of drug safet>
monitoring and monitoring the sale of unappro~ed ~cterinarj products. (’)ther stakeholders
ackno~vledgcd that FD;I \~oLIldneed to share en fbrccment responsibilities ~~ithothers, For
cwrmplc. one group sLlpported a di~ision oftasks in (I1cinspection arena. ~~”ithFDJ co~criny
the imports. and states being responsible for domestic inspections.

Use of Third Parties

There ~veremixed vie~vs in this area as IW11. Man: cons Lmlerspreferred that FD/\ regulate
the industry more directly. ~vhilc smeral industry representati~-es adtocated for g-eater Llseof
third parties, as long as the arrangement ~vascarefull~ monitored by the Agenc~’.

Advisor-v Committees

View-s regarding the composition of FD.A ad~isory committees diverged greatly. Some
pressed for broader representation of interested persons l~hile others ad~ocated that FDA
place greater emphasis on the depth of knowledge of ad~’isory committee members. The
Agency was urged to recruit renowmed experts to serve on advisory committees. Some
advisory committees were criticized for favoring nonscientific issues over science when they
make recommendations.

● Unresolved issues

Perhaps the issue that remains most problematic is the overall question of balance among
FDA’s functions. The appropriate mix of premarket review, post-market inspection, and
surveillance activity is an ongoing topic of debate among the Agency’s stakeholders. One
stakeholder summed up the issue:

“HOWshould FDA balance the needfor strong and timely premarket review programs with the need
for effective postmarked inspection, surveillance, and enforcement programs? That is like asking the
American people tojlnd a balance between building safe aircraft and providing adequate maintenance
over the course of a piane ’s llfe. “ (Patient Group)
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Although stakeholders expressed their views regarding the emphasis FDA shoLi]dplace on
various issues, these comments frequently focused on a single FD.A Center or two competing
issues. FDA does not have sufficient information at this time about the priority Agency
stakeholders wish to assign to a particular issue relative to other issues competing for
resources within an FDA Center or within the Agency as a whole. In some instances the
proposed strategies appear to be contradictory. For example, how should the Agency balance
setting risk-based priorities or meeting public expectations when doing so directly competes
with meeting its statutory obligations’?

Identification of Atzencv-wide objectives and stratezic directions

The six objectives specified in FDAMA Section 406(b) and outlined on page 1 of this Plan,
provide FDA with a broad framework for meeting its statutory requirements and public
expectations. The Agency’s senior leadership believes the following strategic directions are
necessary to focus its efforts in achieving the objectives set forth by Congress. These
directions represent an amalgam of approaches that have been emerging for several years, and
which have been modified both by new FDA chtillenges and by the productive suggestions
made by external stakeholders. FIGURE 4 identifies the link bet~veen key stakeholder
themes and the strategic directions outlined in this section of the plan.
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Figure 4: FDA’s Strategic Directions
● Themes from Stakeholders

~~

Establish Risk-Based Priorities
● Need for some numagement
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The strategic directions are broad in scope and cross-cL][all components oftbe or:onizatiom
.4s such, they pro~ide a context to guide all of the .+gency ’s more spccitlc goals and
programs. They also serve as a way to gal~anize diverse acti~ities into a set of unified
directions for the long-term.

1) Establish Risk-Based Priorities

Although the importance of setting risk-based priorities ~tas a concept repeate(il~ endorsed by
many stakeholder groups, there was not consensus regarding \vhat constituted the highest risk
areas. FDA must listen to its stakeholder community, but then it mLlstdecide, based on
continuing consultation with its stakeholders, which health and safety risks most directly
threaten the well-being of U.S. consumers, and allocate its resoLu-cesaccordingly. In the
harsh Iight of limited resources, FDA simply cannot meet e~e~one’s demands and cannot
address all risks with the same degree of Lu-gencyor intensity. For example, the Agency is
unable to respond to its highest priorit} health risks and at the same time fLdly meet its
biennial statutor] inspection requirements for drugs. biologics. and medical de~iccs, It ma)
be appropriate t(l reassess the pr:lctlcalit> of mandates [hat cmphasim industr}” co~crfige.
regardless of risk. ~vhen those mandates mat ditcrt limited reso Lu-ccsa~va> from addressing
serioLls health and safct] concerns. The /\genc> has and ~vill continLle to increase the
efficiency of ‘-fast track” processes to address the most Llrgent needs for therapies so that
these therapies can enter the marketplace rapidl>. Resources will continue to be redirecte~i
toward the re~ie~vof these products. Sur\ei Ilance and compliance etlorts also lvill continue
to be directed toward identifying and taking action to correct the most serious health wi
safety problems associated Yvithproducts that are in the marketplace or about to enter the
market. The Presidential Food Safet] Initiative ~vill continue to focus attention and de~ote
resources to those areas of the food supply [hat pose the greatest risk {lf illness and~or death to
consumers.

2) Strengthen the Scientific and Analytical Basis for Regulatory Decisions

.
A strong science base continues to underpin each of the Agency’s regulatory decisions.
decisions must be made throughout the lifespan of FDA-regulated products from initial
research, development and testing, through production, marketing and consumption. A

Such

strong science base consists of the expertise, the risk assessment protocols, the test methods,
product guidance and performance standards, and the facilities and equipment necessary for
conducting excellent science. The emerging emphasis in this strategic area is to seek means

for achieving synergies in science capability through access to and collaborative efforts with
sources of scientific expertise beyond FDA. A recent example that the Agency hopes will
achieve research synergies through collaboration is the pharmaceutical quality and drug
development science initiative that the Agency has begun to pursue under a cooperative
research agreement among FDA, professional societies, and industry. The initiative will
provide a venue to conduct research on pressing questions about pharmaceutical
manufacturing that can inform regulatory decisions regarding needs in such areas as
supplement submission requirements or bioequivalence studies after there are manufacturing
changes. Such collaborative efforts are reinforced in the objectives identified in FDAMA
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Section -05(b). The ke! lies in ““ensLlrlngaccess to [hc cxpcrtisc. ””lihcrclcr it is nlos[ cc)s[-

cffectitc,

3) Work More Closely With External Stakehokfers

FDA ~vill need to multipl> the Agency’s capabilit) to address complex public health
problems bJ ~vorking with stakeholders in planning. implementing. and evacuating solutions
to these problems. The solutions don’t lie solely in expanding the mass of the :\gency.
Consumers, the regulated industry, health professionals. and FDA’s regulatory counterparts
in the U.S. and abroad each represent components ofa total net~vork that can potential!
improve health outcomes. To help “’acti~ate” that net~vork, FDA is engaged in scvm-al
strategies, some just emerging and others in a more mature phase. “I_hese“activation
strategies” include: collaboration with stakeholders to create synergies in protecting the
public health; ensuring that stakeholders are ~vell informed aboLlt the Agency’s regLdatorj
processes [the processes should be as transparent as possible] and the prodLlcts that are
affected by these processes: in~ol~ing stakeholders earl> in the ,igenc!’s processes: and
ens Liring that all aff”cctedstakeho]dcr groups” interests are [IcI] reprtscntcd in product testing
and :lppro~’al decisions

FDA is striving to create s>’ncrgies through collaboration ivith appropriate oL[tsidc colleagLIcs
in prodLlct research and testing. dc~elopment. prodLlction. marketing. and collsLllllpti(lll;tIse to
ensLmesafet~. qualit~. and efficac). The lgcnc~’s .Joint institute for Food Safet~ and ;Ipplied
Nutrition [.JIFS.\N](~\-ith the I ‘ni~crsit} of ~.larlland) and the Moffctt Center in Illinois arc
illustrati~t of such s>nergies t~orking at the let c1of applied research and deiclopment to
ensLlre safe foods.

Industry representati~es and health professionals made it clear to FD.\ dLlring the stakehoider
consultation process that they can be more effectite colleagues in impro~ing health oLltcomes
in their role as product developers and users if they are 1) Ivell informed aboLlt the Agency’s
regulator~ re~le~~. sLlr~ei]]ancc. and compliance processes: and ~) consu]ted prior to

regulator-y decisions on both the pre- and post-market side of product commercialization.
FDA will continLle implementing strategies to engage in preventive problem sol~ring, as well
as initiatives that will make the Agency’s processes as clear and understandable as possible to
participants.

Consumers and patients expressed a need to have prompt, complete, understandable, and
unbiased information about products that FDA regulates, particularly new therapies. Well-
informed consumers are more effective contributors to the management of their own health
risks. FDA has launched several initiatives that are intended to keep the consumer well-
informed through such vehicles as publishing the availability of important new drugs on the
Internet. FDA is also attempting to ensure that the interests of all affected patients are well
represented in such areas as clinical trial designs for new therapies. In addition, FDA will
ensure that the interests of the consumer are represented in such deliberative bodies as
advisory committees when recommendations on new products are being considered.
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4) Re-engineer FDA Processes

FI)~ has Llsedboth an interns] and an external focLlsin redesigning man! of its regLllator>’
review processes. From the external perspective. FDA is implementing smeral protocols that
~vill resLdt in simplified regulatory approaches and. as a result. a rcduccd bLu-clcnfor the
regulated industry. Many of these regLllatory rein~entions me embodied in pro~isions in
FDA MA. For example. the Agency may start review of a ““fast-track”’drLlgapplication before
the application is complete if preliminary clinical data demonstrate that the prodLlct ma] be
effective. Fast-track status also is being established for humanitarian medical devices. and
new product development protocols ~vill allow medical dmice sponsors to Llserecognized
study results that have been generated by other sources as part of their own application
sLlbmission. Other regulatory simplification strategies have been institLlted independent of
FDAMA. For example, a phased review process for animal drugs has been designed that
enables the Agency to provide periodic feedback to product sponsors throughout the drLlg
re~rie~vprocess to foster “continLIL~Llsimprovement” in the application.

FE),-’,is also f_ocusing intcrnall) t(l achit~c greater e!’ticicncies and cfl~cti~cness in its rc\ic\\-
:incltracking processes. For example. i]ll]?lerlletlt:ltiollot’projcc[ management techniques
allo~~.san opportLmit~ for conlcrgent thinking and action (0 occ L]rso that mLlltiple disciplines
can coordinate their efforts in pro~idin: thoroLlgh but timel> re~ie~ts ofproduct sponsors’
applications.

5) ,Adopt a Systems Rather than a Piecemeal Approach to .-\gency Regulation

Se\eral stakcholders dLmingthe pLlblic meetings noted that they could be more efficient and
effecti~c participants in promoting and protecting public health if the} coLl]dLmderstand the
total context of ~vhat the Agenc~ was trling to do and what its futL1redirections ~vere. The
establishment ofa systems approach ~~ithin FDA is C1OSC1}related to the establishment of
risk-based priorities, [~se ofa s~-stems orientation is an effective ~va>to identify ~vhat is trLllj
high-priorit! risk and then to address that risk in a systemic manner. S~stems solLltions, sLlch
as the Food Safety Initiatil’e. the integrated adverse e~ent reporting initiative, and the import
monitoring system, are examples of FDA acting in concert with other collaborators to address
the highest priority. most per~7asi~rerisks facing consumers.

The Agency also has adopted a systems orientation in many of its individual programs. To
illustrate, medical device inspectors have embarked on a new approach to determine industry
compliance with Good Manufacturing Practices (GMPs). They are pilot-testing a systems-
oriented inspectional strategy whereby medical device plants are given guidance on the
establishment of a total Device Quality System, so that the control of product safety and
quality is owned by the firm, rather than their having to respond to a series of external
compliance requirements that must be responded to one at a time. The seafood Hazard
Analysis and Critical Control Points (HACCP) initiative provides another example where
FDA worked with the seafood industry to implement a systems approach to ensure the safety
of seafood consumed by the American public.
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6) Capitalize on Information Techno]oq

FDA has been on a Iong course ofimprolcment In taking nd~antagc of the opportunities
offered by a rapidl> e~’olving information technology en~ironment. information technology)”
has been used for quite some time by the Agency in order to impro~c internal efficiencies.
For example. a key eiement in accelerating the reliet~- of neff drug therapies has been
automating major portions of the drug revie~v process. When both prodLlct sponsor and
Agency re~iewer can use electronic communication to establish a common ground of
understanding, then all parties benefit. It is a critical element that has become pervmi~e in
all mission-oriented as well as support activities.

N40re recentIy, the Agency has turned its attention to using information technology as a ~~a~
of improving communication with external stakeholders. One of the most potverfiid examples
of how stakeholders are assisted is in the rapid provision of information on ne~vdrug
therapies via the Internet to consumers and patients, FDA-s home page pro~ides an
opportunist} for all of FDA stakeholders to be a!~are of recent Agent} rcgLdator) decisions.
and. just as important. to recei~e input in the form OFsuggestions find other opinions from
,\get~c~ ofticials. The ,lgcnc~” \\”i]i expand usc of’infi)rmation techno]og) to bring rc]c~ant
information to bear in [he area of product sur~cillancc and ad~.erse cient reporting. \\ ’en-
designed and integrated information s] stems ~~ilI dramatically> reduce the gap bet~i-een
ad~erse effects associated ~vi(hconsumption and problem correction.

The strategic directions outlined abotc pr{l~ide the context for Lmdcrstanding Part Tlvo of the
-+06(b) Plan, In Part T~vo, specitic performance targets and associated strategies are outlined
for FY 1999. Part Two is organized into sections that correspond to the six objectives
outlined in Section -106(b) of FD.4kl/l {Section 903(f) of the FD&C ~lct as amended}. Thus.
specific performance targets can be directly related to achie~ing the objecti~es of the Act.

W’ithin each objective, strategies for F}’ 1999 reflect the Agency- ~~idestrategic directions
identified in Part One. Thus. the Agent)’s targeted planning for FY 1999 is strategically
aligned with its intended directions over the next several years.
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PART TWO

FDAMA PLAN FOR FY 1999

This Plan outlines key performance goals and strategies designed to achie~e these goals during
FY 1999. The Plan serves se~eral purposes:

1)

2)

3)

4)

It provides a blueprint for narrotving the gap Ixtyveen i~hat FD~\ is expected to do h~ la~~
and by the stakeholder community and tvhat FD.4 currently can accomplish gi~en its
existing Agency resources.

It responds to Section 406(b) of FDAMA, ~vhich requires the Agency to develop such a
plan:

u‘The .%cretar~, ajler con,st[[ta(iofl ~ti(h appropriate .scitntij~c and accidemic e.ymrt.s,
he([lth (w~’ pro fissioiwl.v, r~~?r<’.s~’n[[iti~>~’~ofpati~’nr ~lnd clJ)zvllillL’rcllll-ociw~’ grolip.~, LItll{

[II(’rcJ~llil[Itt’dimll(v[rl, ,sh([[l iiL’I’cJlop ([}l({pl(hli~)l ill [}ILJFL’(iLIr(IlRi~<qi.~[(>r([ pl(IH hri)lgi}lg
~he .%L’rLJtdr>i}rto c’onlp[idn(c’ 1!it)l L’dL317of [llLjobli,q({t io)l.s of ‘lhLI,Sc’cret(lrJ I(H(ILIIfIli.s
.4(,’[,“

Itmo~es FDA closer to fulfilling its strategic goals and thus. its mission ofconsumer
healrh protection and promotion.

Final]>. the Plan pro~ides a specific set of pert’ormance commitments that ~~ill serve as a
basis for managing to~~ards results and for reporting progress.

The Plan is organized according to the six objecti~es outlined in Section 406(b) of FDAMA.

These objecti~es address critical components of FD.4”s responsibilities. The Agency, ~vorking in
collaboration ivith key players in both the public and private sector. ~vill pursue each objective as
part of a total consumer health protection and enhancement system. The process begins with the
research and development of new products with great health- and life-sustaining potential, and
ends with the safe and effective consumption of these products. FIGURE 5 illustrates how
FDAMA objectives are crucial elements of FDA’s total contribution to beneficial public health
outcomes.
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Figure 5: How FDAMA Objectives Support FDA’s
Responsibilities
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The six 406(b) objectives are addressed in five sections below. The five sections examine the
FDAMA objectives in order by objective (A, B, C, D, and E&F). Each section provides:

w Identification of Needs Outlines the unmet demands stated by law and
expressed by the Agency’s stakeholders, which FDA
must address to achieve the FDAMA objective and to
fulfill its mission.

● Stakeholder Views

● Current Innovations and
Reinventions

● Plan for Meeting Statutory
Requirements and Public
Expectations

● Performance Goals for
FY 1999

Selected stakeholder opinions on the importance of the
need being addressed.

Creative improvements FDA has underway that will
help achieve objectives.

Key stmtegies that are planned for the future that will
narrow the gap between expectations and current
capabilities.

FY 1999 goals are based on final Congressional
appropriations and may be subject to adjustment
pending Agency resource allocation decisions.
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OBJECTWE A Maximizing the availability and clari~ of information about the
process for review of applications and submissions (including
petitions, notifications and any other similar forms of requests) made
under this .4ct.

1. Identification of Needs

FDA’s abilit) to provide clear, adequate, and timely information on its application rcvimv
processes must be improved by making FDA processes transparent to stakeholders and invol~’ing
stakeholders early in the review process.

Make FDA Processes Transparent

W’hi]ethe &ency has developed ~vritten information (i.e.. rcgLdations. guidance ciocumcnts. or
internal proceciurcs) on its re~ic~vprocessc.s and requirements. more nteds to [Mdone to ensurr
that stakcholders understand FD..\ requirements, ‘rhis lack OFunderstanding is re!lectcd in ~hc
qualitl of regu~ator->’submissions recci~ed b} FD~\, Tran.spartnt processes also include openness
on ho~~FD.A de~’elops its requirements and hot~ those requirements are applied ~t-ithin the
,lgency during the revie~~ process.

Collaborate ~vith Stakcholciers ~arl~ in the ReQLliatorI’Decisionmakinu processes

[n passing FD.4h1A. the Congress expected major impro~cments on ho~~products are re~imveci
and approved by FDA. To meet this expectation. FD.A must change ho~~it responds to the
product applicants during the revie~v process—from being reactive to proacti~e through early
applicant consultations. By consultation ~vith product sponsors, the Agency tvill be able to help
define the critical issues that must be addressed in a product application. to define the types of
clinical trials that appear necessary. and to avoid unnecessary effort. This shifting of resources is
not, however. tvithout cost. and additional resources ~vill be needed to meet the increasing
number of product submissions generated by the doubling of biomedical research funding at the
National Institutes of Health and by the regulated industry.

2. Stakeholder Views

Stakeholders endorsed the concept of a more open and collaborative relationship between FDA
and its regulatory colleagues and industry. Many stakeholders commended FDA for the efforts
the Agency has already made to address this objective. Requests for improved communication
about application review processes emphasized not only communication from FDA to industry,
but also greater stakeholder participation in regulatory decisionrnaking. The examples below
illustrate some of the further improvements stakeholders requested:
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●

●

●

●

●

●

●

●

●

3.

\lakc FD:\policics andpr()ccdLlrc.s Illorc Tr:lllsp;~rctl(.p;lrticLli:lrl>tll~lscr cl:ltecit c)(i~)(J~l
Re\ie\\- Practices [trade association],

Pro\ide requested clear, concise. and up-to-date guidance to product sponsors. Wrhere the
existing guidance is deemed inadeqLlate or scientifica]!v oLltdated. FD.fi\ShOLddissue gLlidance
aboLlt the specific product applications [trade association.

\Vork closely ~~ithproduct sponsors to ensLlre sLlbmissions are proper]~” formatted [trade
association] .

Provide a sample submission guide to applicants and make a~ailable more templates.
prototypes, and examples of submissions to clarif) FDA’s expectations of the regLdated
industry and to expedite the review process [trade association].

Provide as much feedback to indLlstry as possible in the earliest time frame becaLlsc’man> of
the qL!estions that are generated tvi]l result itl long-term experiments or clinical (rials
[industrl representati~el.

lndLlstry inpLILin developing guidance LIocLmIcnts. SUCII as the one on inclusion f~f~i(>mcnin
clinical trials. an(i regulations is ke~ in maintfiining the integrit> oflhe clinical trials prt)ccss
and ot’the application re~ie[v process [consumer adt~>cacy group]

Collaborate and interact more ~~-iththe regL]latcd indLlstrics to a~oid issLling guidance
docLlments that do not adcqLlatc]~ takt into ficcoLmtLcsciidpcrspecti~”es that can be pro~”idcci
b~ indLlstry to the FD\ [trade ass~>cia[ionj,

Use the formal binding presubmission consultations to reduce backlt):s and to speed the

approval process. [trade association].

“-Expedite the approval of appropriate nLltricnt content claim and health claim petitions and
citizen petitions related to food labeling,”- [trade association]

Current Innovations/Reinventions

FDA is improving its review processes and specific product applications through collaborative
agreements, process re-engineering, and information technology.

Ameements Among FDA. Industry. and Others Enhance Review Processes

FDA, academia, and industry are working to establish a program to provide research to inform
and assist FDA in developing regulations and guidance regarding the types of product quality
information that should be submitted in a product application (e.g., Collaboration for Drug
Development Improvement and Product Quality Research Initiative).

FDA collaborates with regulatory authorities of Europe and Japan on drug development
requirements (e.g., International Harmonization).
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FD.A’s medical dmice program impro~ed bJ pro~iding manLlfacturm-s ~~ith regulator! opti~)ns to
reduce regulatory burden for lower risk prodLlcts and bv impro~ing communication ~iith
manufactLlrers. As part of the Rein~enting Go~ernment Initiati~-e (REGO). FDA IMSsimplitie(i
the filing process by consolidating re~iew application forms for biotecilllc~logy-based drugs.
blood, vaccines. and other drugs into iLlstone form. This enables companies to pro~idc higher
quality submissions to the FDA and reduces their application preparation time.

During FY 1997 and early FY 1998, the Foods program condLlcted Lmdercontract a revimt of
deficiencies in over 600 industry -sLlbmitted food and color additive petitions. CFS,ANTcLlrrentl~
is reviewing the contractor’s report and expects to use the information to improve gLlidance to
petitioners and to implement a stronger refusal to file policy.

FD.4 Uses Information Technolo~v To Irnprot.e Access of Re~iei~ Processes

FD.4 has pLlb]ished information on its re~iet~ processes to assist applicants. For example. [he
FD.A Center for Drug E\alLlation and Research (CDER) I Iandboo!i is a}ailablc on the Internet

The Foods Program is completing testing on a docL1mentmanagement and tvorktlo~v S>-stcmthat
~iill replace the cLlrrent tracking s~stcm for pctitioll rc~ie~t-sand i~i]l make petition data a~aiiable
on delmand in electronic format on rc~ie~icr’s and :Idnlillistrator’s desktops, The nm~-~vorktlo~~
tracking s~stem kvil1permit realtime access to d~tai]ed itlformation on petition statLls and tasks.

4. Plan for Meeting Statutory Requirements and Public Expectations

Section 903 of the FD&C ilct. as amtnded b~ FDANIA. authorizes the Commissioner to conduct
educational and public information programs relating to the responsibilities of FD,I. Under
FDAMA (Section 406), FDA’s mission is expanded to include the prompt revielv of clinical
research and regulatory submissions, harmonization of regulatory requirements with other
countries, and consultation of various experts in fulfilling the mission.

FDA’s plan for meeting these statutory requirements will encompass a variety of actions intended
to make Agency processes transparent and to improve collaboration between product sponsors
and the Agent y. These include:

● Continuation of developing appropriate regulations, guidance documents, and internal
operating policies and procedures.

● Expansion of the use of communication media and information technology (e.g., the FDA
website) to provide written materials and information on FDA regulatory review processes.
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● Impmlcmcnt of’the ei7iclencJ and effec[i~ cncss LJ1”\gcncI rc~icll pr(~ccsscs thr(~ugh pnwcss
i-c-engineering. project marragemcnt. perform fince manogcmcnt. :md clcctrt)nic tcchntll(lg!.

● De~elopmcnt of innovative approaches to facilitate sponsor ond \genc~ consultatit}ns

5. . Performance Goals for F1’ 1999

The table protided in this section links the performance goals and measures ~vith statutot-}
reqLlirements addressing information about the revie~v processes. ~;nder the FD&C \ct, the
Commissioner is authorized to condLlcteducational and public in~ormatiorr programs relating to
FDA’s responsibilities. These performance goals illustrate t~votypes of efforts, The first t~pe
identifies the development of a method that can be applied to a review. process. An example
would be to recognize a standard used for a medical device revie~v. The second type identifies an
improvement to enhance the Agency’s ability to provide updated information or to achime
greater capability and capacity for accepting electronic regulator> submissions.

lIighlighted belo~v are key performance goals f~~rF}’ 1999 in the firca ofelectmnic rcgLllatorI
submissions. These goals are critical to the .\gcnc\”s abilit~ to pro~ide timcl~ rc~ic~~ oi’clinical
rescmch and regulator~’ submissions. ttllich is the intent of FD.-\\l.-\, For more complclt
identification of performance goals anListatutorx requirements see the ta[~le:Kthe end of this
section.

F}r 1999 Performance Goals

Complete the det clopment of indu>trx :uidance requirw

for electronic submission b} the end ;f-FY 2002.

Achieve electronic submission capability for certificates

to foreign governments.

Achieve capabilit} and capacit> for electronic

submission and arcilil’ing of information required to

submit Ne\\ Drug Applications (N DAs) t~ ithout paper

copy b> the end of FY 2002.

Achieve capability and capacity for electronic

submission and archiving of Abbreviated New Drug

Applications (ANDAs) by the end of FY 2002.
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Statutory Authority Relevant Statute Relevant FY 1999 FY 1997 Performance
andlor Regulation Performance Goals Baseline

Applicants are invited to meet with FDA before

submitting an application to discuss the presentation
and format of supporting information. If the applicant
and FDA agree, the applicant may submit tabulations

of patient data and case report forms in a form other
than hard copy, for example, on microfiche or
computer tapes.

Before 30 days after the date of submission of an

application to export a drug, the FDA must review the
application to determine if it meets all applicable
requirements.

For records submitted to the Agency, persons may LISC

electronic records in lieu of paper records or
electronic signatures in lieu of traditional signatures,
in whole or in part, provided that certain requirmnen(s
are met.

FD&C Act. Section
50i and 2 I (’fK/c,fj/

h’,deru[ RC(qII/~~fi(ItI.~
([’F-R) 314.50 (i)(4)

FIM2C Act, Section
801(e) and 802, 2 I
( ‘P’R210, Drug l;~p{)rt
Amendments Act {JI’
1986 ( PI. ‘)9-660).
I’I)A I{xport Rcli)rm &
I:nhanccment Ac[ 01”
I996

I;lMLC Act, Secti{m\
201 - 903; Ptl S Ac[.
%ction 3512.
21( ’F”RII

By [Ilcend 01’ I’Y 2002,
(’DERwill con]pletc
dcvclopmcnt 01’industry
~’uidmlce rquired fora
elcc[ronic submission.

13) [IIL’L!nd()[’l’}’ 2002.

~[)1{1< Ii III :IUIIIL’VC capability
and cap: wi[>till cluctronic
subinission and archiving of
inlimlliltioli t-cq[[ircd [0
submit N[)A\ ii i[hout paper
Lop\

13> (IIC Clld 01’1“% 2002,
(’[)1.1{ lvIII ilullicvc capability
and capac it> li}t-electronic
subnlimif~n iind :ll-ciliving of
AN I) As.

In FY 1997, electronic
signature guidance \vas
published.

In FY 1998, develop and pilot
Export Certificate Program.

By FY 1997, establish the
structure of the Electronic
Document Room ([i[)l<).

By FY 1997, establish IIIC
structure of F;l)l{.
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Statutory Authority Relevant Statute Relevant FY 1999 FY 1997 Performance
and/or Regulation t’erformance Goals Baseline

Any record of the FDA that is disclosed in an l-’D&C Act, Sectitms B} the Cnd 0!’ I’Y 2002, By FY 1998, the Elec[ronlc

authorized manner to any member of the public is 20 I-903, 5 [JtIi(d CDIR will make publicly Document Room, as required

available fordisclosureto all membersof the public, ,Slu[es( ‘We55?, releasable inlimnation by the Electronic Freedom of

except that data and information subject to the 2 I (’F-R 20 available iia lntcrnc[. Information Act, will be

exemptions established in 2 I CFR 20.61 for trade initiated.

secrets and confidential commercial or financial
information, and in Section 20.63 for person privacy,
shall be disclosed only to the persons for the
~rotection of whom these exemptions exist.

Publish regulations for adequate and well-controlled Animal Drug I;[)A Center liw Veterinary ADAA enacted by 10/9/96

clinical trials by 4/9/98 and substantial evidence by Availability Act Mcdicille ((’VM) will revise

1019/98 (A[)AA), (I’. I. 104- ln~cs[iga[ttm;ll Ncw Animal
?50) I)rug Applica[ioll procedural
Section 2(c) regulations and impkmcnt

pr~~yisions t,l’[hc AI)AA and

(’VM’S 1<1S(i( ) ini[ialivcs.

Recognize and approve list of standards sui[ablc for l:l)&C Ac[. Scc[it)ns FI)A C’cn[L’I-li,I I)eviccs and O recognized

use in application review. 5 l-t(b) anti (c) Radl(lk):lc I lL’’il(h (CDRII)
will rccognizc over 415
standards Ii)r uw in
applicati{m lcviciv anLIupdate
the Iis[ {}1’rccogni~cci
standards.

FY 2000 Performance Goals are not identified in this “la”. ‘P~~ifi~ati~n of’thw~ gWIISiS dependent upon final determination
of the President’s FY 2000 Budget submission to Congress.



OB,JECT1l’E B Slaximize the i~~iiiliibilih iind clat-ig of information for consumers

and patients concerning ne~v products.

1, Identification of Needs

FDII is revimving applications for new chugs. biologics. medical de~ices and food addi[i~ es more
qLlickly, Dissemination of information that will enhance consumption decisions about these ne~~
products must keep pace tvith the products’ earlier atoilabilitj. The ,~gcncj ttou]d like to
provide timely information to consumers and patients. however. in some instances products are
reaching the market faster than FDA can inform its stakeholders. TIIe ,lgenc)’s abi lit! to
disseminate information must be enhanced by upgrading its technolog~. its completers. and the
training of its employees to keep abreast with the latest developments in technology). FD.4 is
under pressLu-efrom Congress, the medical community. patients, and industry to protide timely
unbiased information to its stakeholders.

●

●

●

●

●

●

Dissemination of information to consumers find patients concerning nm~-prociucts must keep
pace ~~ith the cm-lier a~ailabi]it} ot’products.

T“hc,lgenc~- is a~~areofthc grol~ Ing di[crslt) ot’consumer health nwls znd interests. 1“0
respond to this di~ersitj. I:DA is atttnlpting to target product information that i~is tailored. as
111LICh as possible. to appropriate patient LHILIprofessional audiences.

‘Thegro~~th in health benefits made possible b> scien[if~c ad~anccs and new product
technology is a tremendous benefit to l-. S. consumers. The speed oftcchnologl
de~relopmcnt. combined ~~”ithincreasing product complexity>. requires creatite approaches in
keeping cvcr?one rapidll and accuratel> inf~)rnwd.

FDA recognizes that consLlmers and patients lvant and deserve acti~e inpLltand participation
in the :\gency”s polic> and prod Llctdecisions. The .\genc:- is recei~ing rapid input from

consumers.

FDA considers collaborations ~~ithothers in the public and private sector critical to achieving
synergies in information technology. FDA has accepted the challenge of dissemination of
accurate and timely information. although at times it can be daunting. particularly because of
the widespread audiences the Agency serves.

Use of the Internet has become increasingly central in FDA communication with its
stakeholders. FDA must upgrade its capabilities in this area.
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2. Stakeholder \’ietvs

Stakeholders strongly agree that maximizing the availability and clarit) of information to
consumers and patients about new FDA-regulated products is a prioritJ. .1 selection of
stakeholder comments is pro~’ided belo~~-:

‘“Wehave consistently argued that efforts to reform the A,genc) must build on. nor dismantle.
the ability of the FDA to safegLlard drug products ....-is the FD,-\’s authorit>. has been relaxed.

\ve feel that safety has been relaxed as well.’” [consLmler adtocac> group]

“We see the FDA...as a data warehouse, as an information soLlrce.” [professional association]

“...FDA should aggressively educate patients” advocacy groups, disease-specific

organizations, disease experts, and new biotech companies about FDA’s fLmction. process.
and scope. ” [consumer advocacy group]

EnsLu-ethe ~alidit} and intcgrit> of drug inf<~rmatlonpro~idcd on the lnternet, lSta[c. local. or
fc~ieralgolcrnmtmt /

Re-e~aluatc [FD:l’s] polic> on direct-to-consun~cr adt-crtisin:. [professional associatit>n and
consumer adtocac: group]

“DO not ciepend upon scientists to rc~’ie~~the ~iirect-tc)-constllller ad[crtising.” [Stote. local.

or federal go~crnmcnt]

“Although Congress imposed [his requirement. or at least asked FD\ [~)come up with wa}s

to maximize information about nev products.. our feeling on this was that this is really not a

function for FDA to promote new products. Rather. FDA’s obligation ~vould be to refer
inquiries about ne~vproducts. ncw drugs. etc. to the appropriate parties. and that might be

professional societies. physicians. medical de~ice companies. and drug companies, [trade
association]

Use plain language on product labels. [consumer]

Make risk and safety data and statistics avaiiable to the public via the toll-free Consumer
Information Line. [consumer advocacy group]

Inform the public when companies have been asked to revise or pull ads, and explain why.
[consumer advocacy group]]
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3. Current Innoyatjons/Rein\-entions

I; D/lis curi-entl) expanding its information for consumers and Patients. l’he follo~~in: are
i]Iustrations of the information exchange:

Collaboration

The Agency is collaborating kvith industry to inform patients and consumers of the afailabilit) of
new drLlgs (prescription and over-the-coLmter [OTC] drugs). FDA engages in cooperati~e
research with industrj’ for ne~y food items as ~vellx collaborates ~vith industry to bring better
food labels and information to its stakeholders.

The Agency is collaborating with indust~ to prot’ide technical, non-financial assistance to
manLlfactLlrersto enable them to bring their products that meet FDA standards to the market more
qLlick]y,

Outreach

FD.-I has an oLtrreach program to keep physicians informed ofi]c~~ drLlgsa~ailab]c to their
patients. The Agencj” is \vorking cooperatiiel! LIith tht drug industr~-. consumers. wd patients
to inform them of neti- drugs and emerging nm~ Limgs. Patients m-eable to recei~e information
on net! therapies appro~ed b~ foreign countries before the> arc approvecl by the .-\genc\.
Additional}. the .Agenc}’s PL\blic ,\tl~irs Specialists in the ticld offices fllrnish informa~ion to
interested consumers and patients concerning nmv drugs. dc~ices. etc.

FDA deIivers educational and technical assistance in the area of food safct? messages and uses,
The FDA Consumer/Fact Sheets and National Food Safety Hotlines are part of the Agency’s
outreach. The Internet is Llsedto bring netv information to consLmlers and patients. Each Center
has its owm ~vebpage, kfan} of these pages are interacti~e and allow”the Llserto commLmicate
Ivith the ,.\genc\’ directly. Printed materials are provided to those that are i\’ithoLltInternet
capabilities. and man~ of the materials arc in se~eral langL1ages. These materials help to inform
consumers and patient about rmv drugs. The Veterinary Newsletter, exhibits, and Public Affairs
Specialists programs keep the veterina~ community abreast of the newest drugs and technology
being developed.

During the 20th century, the nation has witnessed a more dramatic extension of longevity than
humankind has ever seen. The Agency is making a concerted effort to ensure that older persons,
their families, and their communities are aware of FDA’s responsibilities and how the Agency
can be a resource for them in improving the quality of their lives.

FDA’s consumer protection and public health mission plays a particularly important role in
building a sound health foundation for ensuring quality of a long life for older persons. The needs
of the U,S. aging population are stimulating innovative research and technological advancements
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for both presenting and Lreating disease. ‘I-he.\gcnc) makds :1mcaningi’u] contrihu[ion to this

research b> Facilitating the timel)” awilabilit> of ~afc and cffcctl~ C’produck. keeping unsafe or
ineffective products off the market. and proliding easily understandable and mcaningfLll
information about the availability of new prodLlcts. as l~ell x hoi~ to usc prodLlcts safely and
effecti~el~. In October 1998. the ~~nited Nations launched tile International Year ofthe Older
Person 1999 to bring global attention to the phenomenon of an aging ~~orld and the need to begin
to establish the policies, programs, and ser~ices needed to meet the needs of an aging ~vorlcl.The
Agency is an acti~’e participant in this initiative.

4. Plan for LMeeting Statutory Requirements and Public Expectations

Section 406(b) requires the .Agency to maximize the availability and clarity of information for
consumers and patients concerning new products. FDA is engaged in a ~rariet~’of acti~ities to
fulfill this requirement that revolve mound four themes. First are Agency efforts to ensure that
prodLlct information is tailored to meet the special needs of dilerse popLdations. One esample is
the implementation of pLlb]icaivareness campaigns for consLmlers. i.e.. T~ik~~Tim~ (c) ( ‘([IcI,ofji~~

Of J;‘otti~il .i HcJ(Il[k .\l([t)l~l[()<~/-([]]/l\.-/Itt[}”L~~I<~,sY ,Y~))li}l((t,\,F()()ci,Y(lfi’(1P}(j~r~/l}7,s(Fi,q/11

B.i( ‘.’”l‘1): OICJI I/IC (’ol(tltcr L([helitl<q ( 71i/tIgL.Y(01( ‘I ( ‘(lt}lpliigll. and the Pi(t[t~c’}v/lill fiir F()()(i
Safe[j’ Edlicdlioll ,1s the population hecomcs tnorc cultural]> clilcrse. FD\ rnw5treach out to
consumers in ~va~s they \vill understand. For instance. I)ublic Affairs Specialists gi~e seminars
on ne~~’drLlgtherapies. health fraLd. labeling. etc. in different kmgLlages t~~fulfill the needs of
di~crse popLllations.

The .lgcnc~ is enter-lng into an incrcxing number of stakcholdcr “-collaborations” lo achielc a
multiplier effect ( e.g.. u ith print rncdia. radio. tele~ision. indLlstr)’.other federal agencies.
consumers. health professionals. and associations). ,\nother example is implementation of the
Pharmacist Education OLltreach Program to assist pharmacists in explaining the drug appro~al
process to consumers.

Another approach is focusing FD.L\rcsoLlrcm so that patients are an integral part ofthe health
care decisionmaking process. FD/< has established programs to make promising investigational
drugs. therapies. and devices available to patients tvith serious and life-threatening conditions.
For example, FDA has also included patient representatives on advisory committees considering
products for HIV/AIDS, cancer. and other serious diseases.

The technological revolution provides the Agency the tools to offer quick access to a wide range
of information to consumers through various methods. The Internet is being used as a means for
two-way communication—both to disseminate information about new products and to quickly
answer questions about new and existing products. Additionally, the Agency will participate with
NIH in the establishment of (under Section 402 of the Public Health Service Act) a registry of
publicly and privately funded clinical trials for experimental drugs and biologics being tested for
serious or life-threatening medical conditions. This registry will simplify the process of
obtaining information.
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5. Performance Goals for F1’ 1999

The table provided in this section links the performance goals and the measures ~vith statutory
requirements to regulate information provided to consumers and to ensure that cons Lmlm-s
understand OTC drug information. The FY 1999 performance goals focLlson both OTC and
prescription drugs. FDA ~vants consumers and patients to recei~e and to be able to refer to the
highest quality information when taking either OTC or prescription medications.

Highlighted below are key performance goals for FY 1999. These goals seek to provide drug
information, in easily understood language. to consumers and patients faster through ~.arious
outreach efforts. For more complete identification of performance goals and statutory
requirements see the table at the end of this section.

F}’ 1999 Performance Goals

El aluatc drug informati,~n prot idcd tc~75 percent

ofindit iduals recei~ in: IICIL prcicriptions.

lmprole OTC information and cousumers” abilit>

to understand it by 2001.
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Statutory Authority Relevant Relevant FY 1999 FY 1997 Performance FY 1998 Performance Baseline
Statute andtor Performance Goals Baseline

Regulation

FDA regulates prescription FD&C Act F[)A will a) evalua[c the In 1990, 65 pcl-ccl]l of Initiate partnersb ips with thrw nla,jOI-

drug advertising and Sections 502(11) availability, quality, and patients rcccivcd wlillcn organizations
labeling by monitoring all and 505 and 21 uwlulnes of prescription information ~ibou{

prescription drug CFR 200-202 drug information prescripli(]n drugs

promotions, enforcing the provided to 75 percent of Assessments are underway

laws and regulations, individuals receiving ncu (0 dc[crnlinc lhe degree [0

developing new guidance, prescriptions: and b) which this information

and conducting research to complete two studies {hat nlcct> the crilcria ti]r

support the program. will aid in cicvclopmcn[ {)1’ “useful’i in fllrm;l[ion.
comprehensive drug
inli~mlation.

Target 25 percent of review documents

processed using Electronic Data
Management System (EDMS)

FDA is responsible for FD&C Act By ltlc clld of FY 2001. /.’c,<1(,)’(1[ R’,%<l.v[cv

assuring that OTC drugs Section 502 and CDER will improve the public:] [loll (m l’cb[uilr~ 27,

are safe and effective for ~] (’/7~~o],~} legibility and clarity of 1997 (62 1’1<902.1)

use—this includes C’FR211 ,132 OTC drug labels. improve publi+ul ;I prt)p~)s.11

improving the legibility the consumer’s abilit) to providing I’(]ril;ll]d;irdizcd

and clarity of all OTC drug read and understand format for labelin:, Study

labels as well as imponant warnings and topics have been idcntlliwi

consumer’s ability to usage directions; and tincl SIUL!ICS aI-C Iwin:

comprehend important complete two studies that designated,

warnings and usage will aid in dcvulopmcnt 01”

directions. comprehcmsivc druy
information.

Fy 2000”performance Goals are not identiiicd in this phtn. Spcciiication of these goals is dependent upon final detcrnliniltl{)ll

of the President’s FY 2000 Budget submission to Congress.



OBJECTIVE C Implementing inspection and postmarlwt monitoring pro~.isions of
this Act.

A central pm-t of FDA-s responsibilities to protect the public health includts: 1) ensuring that

manufacturing establishments and the products being produced b} these csttlblishlllents—b~>tll
domestic and imported-arc meeting safet~ and qua] it! standards that arc acceptable to the [ .S.
and 2) monitoring these products to identify and correct any problems associated Itith [heir
consLlmption and use. ThroL@ inspection and monitoring acti~ities. potential hazards m-e
identified and corrected in time to prevent or minimize public exposure.

The discussion that follo~vs is di~ided into these ttvo areas of postmarkct responsibility.

Subobjective Cl. .4ssuring Product Safety

A. Domestic Inspections

1. identification of~ceds

FD1\ is responsible hr ensLu_ingthe safct~ {lt’products pr(ducrd and distributed 131-more than
100.000 domestic establishrncnts. The .-!genc> uscs its inspection aLlthoritJ. as directed b) the
statLlte. to pro~ide this assurance. .Approximatelj 45.000 of these establishments manLlfacturc or
process regulated product. FD\ inspected 30 per-cent of these facilities in Fl” 1997. A sizable
number of the remaining cstublishments (23.000) are distribution facilities. of~~-hich FD.\
inspected 10 pm-cent in F}r 1997. The rcmaindtr includes 10.000 marnrnograph! facilities. ~~.hich
FDA inspects at a newl~ annual rate. and a ~aricd assortment of other establishment types. c.g,
control laboratories. importer brokers. clinical in~cstigators, and conve!anccs. ofithich FDA
inspected about 14 percent in FY 1997. O~erall. approximate]> 40 percent oi’ FD.4’s current
inspect ional co~erage is provided through contracts ~vith states.

,As these ~ar~-ing inspectional CO1crage statistics indicate. FD.-I exercises considerable discretion
regarding the frequency and comprehensi~eness of inspections. For approximate]> 25 percent of
this inventory. ho~ve~er, the la~~requires FDA to conduct inspections at specified maximum time
intervals, Certain manufacturing facilities must be inspected at least once every 2 years, and
mammography facilities must be inspected at least once each year. In recent years, inspection
coverage has fallen short of meeting these statutory requirements. The table below summarizes
the Agency’s recent coverage of the domestic inventory including the segment subject to
statutory minimum inspection coverage as well as the segment over which the Agency has
discretion regarding inspection frequency. To meet the statutory requirements, 100 percent of the
mammography facilities and at least 50 percent of the other statutory establishments should have
been inspected in FY 1997. As the data show. with the exception of mammography facilities,
neither goal was reached.
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Statutoq (’oleragc >on-Statutor~ (’ofcr~gc

Program .irca Invento~- Fstablish- Co\cr~igc in Est;ihlish- Co\crage in
ments* FY 1997 ments* F}” 199”

Biologics 5.6S5 2.787 46 percen[ 2.898 1.: percent

Human Drugs 19,749 6.40s ~; percent 13,341 I2 pcrceot

Devices 27.6;8 4,37~ ~Spcrcenr ~~ 7~~ 11p~rc~n[---

(exc[udin:

manlnlograph> )

Mammography I0.000 10,000 96 percent

Foods 49+000 n.a. n.~. 49.000 23 percent

Animal Drugs 6.414 1,688 27 percent -!.726 I 3 pcrceot

and Feeds
*.s/,//1/!‘,’!(/ \/c/l /90~

2. Stakeholder ~“icws

.Igenc>- stakcholders cxprcsscd stron: support iilr nlorc rcgulatt~r) enforcement in general. and
the continued focus on risk-hosed inspwliotls in particular.

●

●

●

●

●

‘“Stratif! the inspections bawd up(~npast histor! ofcompliancc of c(~nlpanies. the dc~rcc of
risk of the product. and 1ari(~us (~therClcments. ” [trade association]).

FDA should increase its efforts to monitor the marketplace to remo~c unappro~’ed products
and also those that pro~ide unfair competition [(trwie association]

Inspections should take a comprchcnsi~c approach and ““focuson the health impact of the
regulations. not just the ‘bl:lck-:lnd-~~llite” of the regulations. [state. local or Federal
government]

There should be more enforcement efforts to prevent distribution of illegally marketed and
compounded drugs, unapproved drugs not manufactured in accordance with current GMPs.
illegal extralabel use practices. illegal distribution of veterinary prescription drugs. marketing
of unapproved feed ingredients. and extraordinary claims on animal feed labels [trade and
professional associations].

Stakeholders endorsed HACCP systems for seafood and retail settings and the possible
expansion of HACCP into other food-related areas, but only when supported by science and a
high consumer safety priority [trade association].
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‘-\lOI-C t~~~wrdsa toluntar) }I\CCP-hastxi s) s[cm Ftlr ~i:iir: pro,iuc[s and alta!” I’IXIII1 chcchlist

inspections and prescripti~e plant processing regulations”” [trmic association]

H.4CCP would be applicable in general for “-foods \\-ith a demonstrated high risk (e.g..
unpasteurized juice ).” In contrast. stakeholders urged the flgenc~ not to ‘“promote the
HACCP process for detice conformance.’” hut to consider 1S0 certifications [standard setting
organization].

Stakeholciers encouraged FDA to ~~orkC1OSCI)uith the states and to “lx a ieadcr (i.e..
leadership in science, setting standards, eval Llatingstate programs. ccrtifj-ing inspectors ).”
[state, local or federai government].

The ,4gency should provide more guidance and training to state investigators to minimize
inconsistency between investigations in different states and districts, thereb~ contribLNing to a
Ietel plajing field for reguiated firms. The .4gency should in~wl~e states in-the dc~elopment
ofenforcemcnt strategies related to onimal drLlgsand feccis. [state. local or fcdet-al
got-ernrncnt ]

Stalicho]ciers tendtci to sLlpport the idea {Jf(hirci-part! inspections. esptxial]j noncritical
inspections.

●

●

✃

3.

‘The.~gency ShOU]d identi f~’nlorc fLlllCtiOllSthat ~ou]d bc performeci b!’ thirci parties (tracie
association).

In some cases. particu]ari> the manutimturc 01’animal feeds. \olLintar>-self-inspection ~~ith
third-part: o~ersight might be appropriate (state. local or federal go~crnment).

t\t the same time, ho~ve~er. the Agenc~ needs to he carefLll to avoid duplication of effort and
to ensLlre consisttmc~ betiveen FDI inspectors and third parties (trade association).

Current InnovationslReinventions

The Agency’s domestic inspection program is an integral part of the strategy for monitoring the
compliance status of the regulated industry The goals of an inspection may be many and varied,

i.e.. to verify data submitted to the FDA in a new drug or biologic application, and to ensure
continued compliance with application commitments. Inspections monitor the regulatory control
over manufacturing operations including compliance with current GMP regulations. The results
of inspections form the basis for many of the Agency’s administrative and regulatory decisions,
including new drug, device, or biologic approvals, as well as detecting industry problems or
objectionable conditions and practices.



Establish Risk-Based Priorities

Given the large inventory of establishments it must inspect ~vith limited resources. FD,\ targets
the highest risk products and those facilities ~vhose ~iolations of standards twLlld most likely
expose the public to unnecessary risk. The cornerstone of the Agency’s drLlg(hLmum and
animal). medicated feed. biological, and medical device inspection strategy is the biennial
inspection requirement, which mandates the inspection of critical establishments in the Agencl’s

q \“ears Wlile FD.I has no sLlch legalinventory, primarily manufacturers. at least once e~rer>_ - .
mandate for food inspections, it is moving to~vard establishing a ve~icall~ integrated food safct~
system that is risk-based and ~vhich w’oLddallow it to inspect high-risk establishments e~rery 1 to
2 years and moderate-to-low risk establishments everJr -! years.

Adopt a Svstems Rather than a Piecemeal .4pproach to Agency Remdation

Manufacturing processes are becoming more complex due to the rapid advancement of science
and technology. This trend continues to accelerate, This increasing complexit~. is mirrored in
FDA’s oppro~ch to ensurin: comprehensi~e. consistent. anti fair inspections. \J-here. in the pas(.
tht .-\gcncJ oticn percei~ed its role m protiding qualit> control for the industries il rcgLllatcd.
todal. it recognizes the essential ro]c that establishments [hcmseltes must pla] to cnsLlrc product
qualit~’ assuronce. The ,\gency is focusing more on ensui-ing that the s! stems the industr> has in
place to monitor [he qualit>”of its prodL]ctsarc adequate. Ilis approach stresses the importance
of HACCP-t~pe inspections and freqLlentlj requires that the ~!gcnc~-take a mllltidisciplined. team
approach to inspections,

● The FD.I Center for Biol(lgics [~~aluation and Research (CBER). ~ihich used to condLlct
many inspections on its o~vn.joined with the FDA Office of Regulator Affairs (ORA) to
form ‘Team Biologics- whereb~ teams oFCBER product specialists and specially trained
investigators from ORA.S field force ~vork together to conduct sur~eiliance inspections.
Follolt-up compliance actions arc handled Lmdcra streamlined sys(em that pro~idcs
concLu-rentre~ie~v b~ CBER and OR.L\.

● CDER, to ensure inspection consistenc~. is dewloping standards for in~estigator training
and certification for performance of pharmaceutical inspections.

● CFSAN has developed and implemented HACCP controls for seafood and has proposed
HACCP controls for the juice industry. All seafood processors had been inspected by the
end of FY 1998 to verify proper use of HACCP, and 6,681 industry officials and federal
and state inspectors have been trained in seafood HACCP through the Seafood Alliance.

● CDRH, whose quality systems regulations ask manufacturers to take more responsibility
for assuring the quality of devices, is moving toward systems-oriented inspections and
developing HACCP-type programs for firms with a good compliance history.
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The /\gency increasingly has emphasized communication and education as altcrnati!cs that arc at
times preferable to and more effective in achieving and maintaining compliance than the more
traditional enforcement approaches used in isolation. It accomplishes dlis b} pro~.iding training
and workshops for industry groups. seeking the ~ie~~s Of stak~holdm find Shariw information

w-ithstakeholders and colleagues, Some examples of the Agenc~ \\orking CIOSCI!\vith external
stakeholders include:

● CBER produced a satellite broadcast on blood establishment inspections to edLlcate the
industry and held a workshop for manufi~ctLlrersof licensed in ]>iirodiagnostics.

CDRH undertook education efforts on qualit~ systems requirements.

CFSJIN issued guidance on GYIPs and Good agricultural Practices (G,\Ps). \\orked ~~ith
the ( ~,S. Department ot’ ,Igricul[urc ((.”SD.\ ) [0 achict c adoption o~thc F(w.i (’ode b] on
increasing numlxr of states. collaborated [~ith .llFS:\\ V’orld I Icalth (lrgflninti~~n
(N’1IO) f~>rrisk assessment. and cooperated [~ith (“SD.\ and (11CCenters for Dlseasc
Control and Prmention (C DC) to implcmrnt a na[iona] education program on re[ail food
preparation practices.

● CDER, ORA. and a major industr~. scientific trade organization in conjunction \\-itll a
uni~ersit~ dmcloped a nc~~opprowh for training field in~estigators in pharmaceutical
manufacturing operations and the application of GLIP and other FD.*\ regulations to nc~~
drug development.

● CVNI. in cooperation tvith stakcholder groups. sponsored satellite teleconferences
concerning compliance \\-ith the BSE feed re.gLllationand the Animal Medicinal Drug Use
C’lari!ication ,lct. ~vhich concerns cstralabel drug use.

● District offices conduct ‘“grass roots-’ meetings and industry exchange meetings on a
variety of regulatory matters as a means of facilitating an ongoing dialogue with various
constituencies.

4. Plan for Meeting Statutory Requirements and Public Expectations

Under provisions of the Food, Drug and Cosmetic Act and the Public Health Service Act, FDA is
required to conduct biennial inspections of approximately 16,000 registered drug, biologic and
device production facilities. Although there is no statutory requirement that mandates a
particular frequency for the inspection of any food establishment, or those drug, biologic and
device facilities excluded from the biennial requirement, the statute obliges the Agency to ensure
the safety of regulated products within these establishments. Accordingly, goals have been set
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FD.4 fell short of meeting its statutov biennial and mnLlal inspection obligations b!
approximately 4.000 inspections in FY 1997, In an effort to irnpro~”eits performance in these
critical areas.-FDA plans to rely increasing) on states and other third parties, both for direct help
~vith some statutorv inspections and for other important inspectional obligations. thus freeing
some of FDA’s owm resources to cover additional statLltory obligations Because al] public and
private sector organizations in the futLlre~vill be sLlbject to the same resoL1rce-constrained
environment. FDA may have to consider that even a highl~ collaborati~c inspectionai nettvor-k
may not be adequate to completely meet existing statLltory inspectional reqLlirements. A strategic
reassessment may be in order to determine the kinds of statutory flexibility that would be
desirable to preserve the comprehensive consumer protection intent of the FD&C Act. and at the
same time, allo~v FDA to address the most critical health and safet)r priorities. Some examples of
Agency initiatives either planned or already under~~-a~’inclLlde the follotving:

● De~eloping contracts i~ith states find public health agencies to inspect un]icenscd hlomi
banks.

● Reinstating state contracts for medical gas inspections. os~:en bars. and cmcrgcnc!
medical m-~iccs. FD,-\ is considering a pil~~tFirst Part~ lLdit Program (FP..IP),

● Concentrating its own resoLlrces on the highest risk de~-ices 5LlCh as cardiac implantables
and relying on third parties for inspection {lf lolwr risk prodLlcts.

● Continuing to de~clop contracts and collaborations Ivith states for both statLitt~r~and non-
statLltory animal drL]gand lied inspections

● Conducting-joint sLmeillance ~~(~rkit ith CIX and (.”SD:I and iror!iing ~~ith the
Association of American Feed Control Otlicials (.4.AFCO) to dmelop a model program
for medicated feed manufacturers that includes self inspection.

,Tmci[[l En71Jh{I.si,son FtIo[i .7[Ii~[L The \gency recognizes its obligation to ensLu-ethe safety of
the food supply. and the pLlblic expects food to be safe. To meet this expectation. FDA needs to
inspect high-risk establishments every 1 to 2 years and nloderate-to-lo~~ risk establishments
everv 4 vears, This level of inspection coverage ~vill require an additional 4.000 to 6.000 annual
insp~cti~ns. FDA’s own food safety assurance efforts is being integrated ~vith a national risk-
based food safety system. This will require close collaboration with USDA, CDC, the states,
food manufacturers and food retailers, Key elements of the initiative are:

● surveillance activities that enhance electronic communication with states and other
agencies to permit rapid identification of and response to foodborne hazard outbreaks;

● a cooperative inspection and monitoring effort with states that focuses on high-risk firms,
and emphasizes enforcement of initiatives such as FDA’s BSE Feed regulation
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● education emphasizing safe handling practices li~rconwmcrs and wtailcrs thr[~ugh I:D.-\-$
Llodc] Food Cock: and

● research to develop impro~cd methods of detecting and identifying pathogens and
forlmu]ating pre~entive interventions,

‘5-. Performance Goals for F}’ 1999

This section contains ttvo tables. The first table summarizes the Agencj’s domestic inspection
performance goals for FY 1999, The second table links these performance goals to the statutory
requirements

FY 1999 Performance Goals

Inspect 46 percent of registered biologic firms

Inspect 23 pcrccnt t)f rcgistcrcd drLlg
manufacturers. propagat~}rs. compounders. or
processors

Inspect 28 percent ofregis[ered class 11and 111
medical dc~icc nlanltfactLlrcrs. pr~pwators.
conlpoun~itrs. or processors

Conduct 8.898 inspections of mammography]
facilities

Ensure that 50 percent of seafood industry
>perating under HACCP

Develop HACCP final rule for fruit and
Vegetable juices

[nspect 50 percent of registered animal drug
md feed establishments
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Statutory Authority Relevant Statute Relevant FY 1999 ~-Y 1997 Pcrformancc
and/or Regulation Performance Goals Baseline

Biennial GMP inspections of biologic firms (50 l;D&C Act - Sec. 510(h) Covcrct:c: 46 percent Coverage: 46 percent
percent annually).

Biennial inspections of registered drug manufacturers, E’IMLC Act - %x. 5 lo(h) L’tlvet-age: 23 percent Coverage: 23 percent

propagators,compounders,or processors(50 percent
annually).

Biennial inspections of registered class 11and III i:IMLC Act- Sex. 5 lo(h) (“t]~cragc. 28 pcrccmt Coverage: 28 percent

medical device manufacturers, propagators,
compounders, or processors (50 percent annually).

Annual inspections of mammography facilities l)l{S Act (Sec. .354) (’unduc[ 8,X9X inspections Conduct 8.280 inspections

General authority to inspect food, drugs, devices, ot- l;l)&C ACI (Sec. 704) I.nwlru IIl:it 50 iwrcent ofseat’ood

cosmetic establishments incluitr) {Jpc[;ltin: under HACCP.
i)c~clop tbc I IACCI’ final rule for
I’[-ui[:md \ cgetable juices,

Biennial inspections of registered animal drug and feud FIA!LCAct -Sec. 5 lo(h) (’ovcr:l~c 20 pc[-cent Coverage: 27 percent

establishments (50 percent annually).

FY 2000 Performance Goals are not idcntifi~d in this plan” ‘Pe~iti~z~tion of ‘llQs~ %(J21Isis dePendent upon final determination
of the President’s FY 2000 Budget submission to Congress.



Subobjective Cl

1. Identification

Assuring Product

B. Imports

of Xeeds

Saftt) (continued)

Imported prodLlcts pose multiple challenges to FDA. These include the sheer ~’olurnc and
diversity of prodLlcts, the difticult~’ of ascertaining exact]] ~~hich establishments are shipping
products to the United States, and the di fficu]t} of ~erif>ing con forrnit~ \\ith GhlPs qLdit}
systems. Each of these challenges, is described in the fo[lo~ting paragraphs.

The Volume and Diversity of Products

FDA is responsible for ensuring the safety of nearly 4 million line entries that cross our borders
annually, or over 12,000 entries per day, Imports of all products that FDA regulates ha~c been
increasing: pharmaceuticals. both finished and bolk. arc increasing ~er] rapidl]. :\pproximatel:-
$57 billion of FD:l-regulated product \\as imported in i 997. The sources arc di\crsif!ing and
including more pr~ducts from countries that arc tl picall~ categorized M cmcrgin: economics.
\\ith emerging rcgu]ator~ infr:ls[ruc[urcs. The pr(lducts incl Lldc. among t)thCrS. ~ood pN)dll CtS[ha(

hate been implicated in _serious disease ou[bre:~ks in the [ ‘nited states. fo{d products that coLlld
pose health threats if not processed and handled proper{>. l~\er-tllc-coLl[ltcr drugs that do n(~t
require a ne~t-drug application Jvith the :~gcnc~. as t~cll m appro~e~i drugs. bio]ogics. and
medical devices.

Dift;cultj’ in ,\scertaininu ITstablishments Shi~t)in~ to the L-nited States

Section 417 of FDAMA [5 10(i) ofthe ,lc[] notv requires all foreign nlanLlt’acturing
establishments whose drug and device products are imported into the LJnitcd States to register.
There is. hoivever. no universal registration requirement for producers of imported food products.
Manufacturers ‘packers of lo~~-acicicanned food. acidified foods. and infant t’ormula (all of ~vhich
products arc consick-ed at high risk) register or list \\ith the FDA: other food producers and
processors are not required to register or list ~vith FDA. making identification of sources of
product difficult.

Difficulty of Verifying Conformity with GMPs/Ouality Svstems

There are two ways that typically are used to confirm that product has been produced
properly+nd point product testing (which for imports could be analysis of border samples) and
on-site inspections. There are difficulties with both of these approaches. To date, no effective,
scientifically based method has been established for general screening of foreign drug product for
adherence to GMPs. Analysis of product samples is reasonably effective in assuring conformity,
but the volume of trade and resource limitations preclude high rates of analysis. On-site
inspections, the way of affirming conformity with good manufacturing practices/quality systems,
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. . . . . ..-
arc cxpens]~c and pose a host of ]oglstlcal and practlc ai ~ilttlcultlcs, .\ll I(lrclgn l)mls arc at~arc
that on FD\ inspection is planned JWI1in ml~ancc of IIICinspccti~ln. unlikt the inspccti(~n 01’
domestic establishments. Regardless orthese challenges. there is consistent expectation t’rom [he
Congress that FD~4 assure foreign prodLlct saf+. and there is recurring congressional focus on
FDA inspections of foreign manufacturing facilities.

2. Stakeholder Vie~vs

Stakeholders ~t”antassurances that foreign prodLlcts meet the high standmis expected of domestic
products, and encoLlrage FDA to conduct foreign inspections and periodic testing of prodLlct to
confirm quality. Stakeholders strongly support FDA’s acti~ities in Codex and international
harmonization, reelecting a desire to minimize regulatory burden ~~hile assuring that foreign
produced food products are safe and therapeutic products are safe and effecti~re. Stakeholders
especially stress the importance of effecti~’e participation in Codex, because of the special place
Codes holds in resolving international trade issLles: the international standards that are adopted
mLlst reflect the standards and the high lc~-elof safet~’ reqLlircd in the (Tnited Slates, SLIpport for
pharmaceLltical G\lP mLltLd recognition figrccmcnt; (\lR.-\sj tvas predicated on the ]ikc]ihood [lf
dvm being cqLli~alent standards as Lfcll as tm]~-cffccti~c r~:tl];l[ot-~pro:rams in \lR. \ c{~untrics.
The need for expanded funding support for Cocks :lcti\itics and for monitoring of impor-ts t~as
noted. A fel~ tjpical comments are as follotw:

;Issurance that Foreiun prodLlct Yleets Hish Stanciards ExDectcd of Domestic prodLlct

9 ““Realizing this lI”oLlldrcqLlirc impro~cd resources and budgets. it ttoulci still seem
appropriate to perform periodic [foreign] qualit> assurance inspections and [border]
laboratory analyses for identif}. p[~tenc~-.and purity to ensure the qLlalit> ofthe drLlgs
manLlfactLlredin foreign coLintries. do. in fact. equal oLm.”’[state. local. or federal
government]

● “N’c do think more emphasis needs to be placed on inspections of imports for safct!” and
pLlrity. ~~ith the important ca~eat that sLlchinspections should not constitLlte non-tariff
trade barriers, ” [ trade association]

● “’We have concerns regarding imported foods. In many cases, the hygienic requirements
for production and processing of a food in the United States are more stringent than in
countries with competing foods that are exported into the United States. More effort
needs to be focused by CFSAN in reducing the risk to the consuming public from the
imported foods.’’. [trade association]
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SLltmort t’orCodcx flcti~ itics

● ‘-... the Codex has grown in significance as more and more ofour nations’s food suppl] is
either imported or exported. Food regLda~or>’bodies around the l~orld. incl Llding the FD:I.
k-e begLm to recognize that harmonized international standards me not j Lista gOOdidea.
They are essential if the country is going to compete in toda}’s global marketplace.’”
[trade association]

● “Codex quality and safety standards are being Llti[ized increasingl~ to resol~e food safct~
dispLltes bet~veen nations in the World Trade Organization.. Therefore. F’D.I must pla!’
an active role in Codex to ensure international standards and gLlideiines are consistent
~vith US requirements.’’[trade association]

SUDDOrt for Mutual Recognition Ameements (MRAs)

● “-CV!VIneeds to determine Lvhether foreign coLlntrics’ rcqLlirements and ystems for
animal drug appro~als are cqui~alent to those in the ( ‘nitcd S[atcs, ” [trade association I

● “-~{”hi]cthe llR\ is attempting on honorable and desirable rcsLllt.~~c\\oLI}L] llkc to SIIW

that the fc)relgll collntrics shoLlid not oni~”ha~”ccqLli~’aicntstandards bLlteffccti~’e
regLdator> programs as ue] 1.’”[state. local. or fwkral go~-ernment ]

,.. bLlta CaLltionarv Note

● ‘“F’D.Aneeds to be a spokesperson for public health. The Ivhole clri;e behind international
harmonization is trade concerns,,, ,That may be tine from an economic standpoint, but it
has nothing to do \vith FDA’s public health mission. FDA needs to be there... to put
public health ... if not first. at least equal to trade concerns.” [consumer ad~ocacy groupl

..
●

✎✌✌ there is no question that w’eare bound b: international agreements to harmonize
regulator: standards in the area of food regulation... [T]his presents not only a threat but
an opportunity because if \ve are going to go about harmonizing regulatory requirements.
we can go up or down ....When our current requirements may not be that high, we should
raise our requirements and advocate the stronger requirements to become the international
standard and a model for the U.S.”. [consumer advocacy group]

3. Current Innovations/Reinventions

FDA must ensure that the structure in place at the point of origin results in product being shipped
to the United States meeting FDA requirements for safety, quality and/or therapeutic efficacy.
This is a prevention-based strategy. A secondary strategy is detection based: conduct inspections
of establishments shipping product to the United States, and screen product at the border for
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To deal ivith an explosi~rely expanding ~vorklowi and flat resources. FD,\ has directed its non-

prescription DrLlgUser Fee Act Of 1992 (non-PDVFA) foreign inspection acti~itics to~~ard
higher risk products and is expanding PDI.TFAinspections to include more comprehcnsi~”e

inspections of f~cilities. More screening ofprodL]ct at the border is being accomplished dwoLlgh
electronic means. And finally. analysis of product at the border is incrcasingl) targeted toward
product that is expected to pose high risk, as identified in the electronic screening. This risk-
based prioritization means that many’mediLlm-risk prodLlct manufacturing Facilities are nOt
inspected. and most lower risk product facilities are not inspected.

4. Plan for Meeting Statutory Requirements and Public Expectations

With additional resoLlrces, FDA expects to strengthen the safet> net that extends from the point
of prodLlction in source countries throLlgh their entry into the l-~.S. ‘rh~s~ strategies encompass:
1) Reducing the probahilit! that ~“ioiati~”eproducts \vill be exported to the {.’ni~cdStates.: ~)
\lakiny rapid and rc]iablc decisions on prtxiLlctcntr~ at the border: and 3 ) Targeting \ iola[i~ c
prodLlcts at the hrd~r ~lld J3iTI”CIltltl: their Cntr>”.

To rcdLicethe probabi iit) that ~iol:lti~c pr~dLlcts~till be c~ported to the [.’nited States. FD,\ \\ill
continLle to participate in international negotiations and establishment t~fmLltLd recognition
agreements lvith other nations, These actif itics \vill assure that prodLlcts from those natiorls are

meeting FDI standards. and ~~illalso incremc the nLmlbcr of foreign inspections, .4s
internatiorml regLllator> agreements are negotiated among truding nations. the Agent)- ~iill
explore nmv and inno~’ati~’einstitLltional arrangements. sLlchas third-part>” ccrtitication of both
imports and exports, These arrangements ~filI ha~e to be cost-effecti~e. ~~ithin statutor>’

mandates, and enforce health and safety standards. To allotv rapid entr] of safe products. FDA
continLles to enhance its electronic screening process. To target Iriolative prodLlcts at the borcier.
the igenc>- ~~illmaintain its abilit! to condLict Iaborator->anal}-sis on a small percentage of
products ~~ithpotential problems. b> incrcming its sample anal>sis. The Agency will also
enhance the electronic import entry system to pro~ide for a broad-scope collection and analysis
of information on product-country intersects that uill allow de~elopment of national profiles.
These profiles ~vill provide the basis for establishing systematic risk-based priorities in
examining import entries. Many of these efforts are obviously resource intensive, and linked
closely with the steadily rising volume of imports.

5. Performance Goals For FY 1999

Consistent with the strategic directions noted above, FDA has established performance goals that
SUpport moving toward higher assurance of imported product safety in a time of increasing
imports, as noted in the table below. The FD&C Act provides for sampling of product at import,
and FDAMA modifications require the Agency to engage in activity designed to harmonize
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regulator\ requirements ~~ith tht ohjccti~ c 1)1-rtducing the hut-den of- rcyLllation\. ~ioals {t)

sLlpport these activities address the short-~erm screenins of imports at the ht~rdcr as ~~cllM l~~nycr
term infrastructLue development international!. and these are noted in the table bclo~t. .\ more
comprehensive table. illustrating legislative pro~isions. follo~~s,

Associated ~tith the immediate need at the border, tht performance goals relate broad]! to
assuring the integrity of the screening system. such as by confirmation of the acc Lu-ac~of entries
and continL1alupdating of the screening criteria and by improving the o~crall sampling and the
targeted sampling rates at the border. Goals relating to international infrastructLlre de~elopmcnt
reflect ongoing commitment and hea~~yinvestment in international standard setting forums and
negotiating eqLIivalence agreements and mutual recognition agreements. Success in these realms
would allow FDA to rely more on the regulatory structLlres in place at the point of origin of
products being shipped to the United States. And fhally, there are times tvhen direct FD,4
inspections of foreign manufacturing sites are necessary to ensLn-ethe quality of product being
shipped to the CJnited States, and several performance goals reflect this need.

FJ’ 1999 Performance f;oals

Fnhance the safct~”of imported prodLlcts through
increased sur~ei 1lance of imported t’ood products at the
border. incrcascd foreign inspections (from a target ICLC1
of 40 to 75- 100). throLlgh pro~iding education. outreach.
and tcchnica] XSiS(ilIICC’ to foreign coLmtries on the LISeof
(;AP ‘GilP gLlidancc for prodL}ce.and throLlgh tlie
e~a]uation of fotd prodLlction systems in foreign
countries.

Enhance import screening capabilities for pLlb!ichealth
~vhile ensLn-ingthat 55 percent of entries are released
~tithin 15 minutes.

Assess potentially violative imports through direct
examination of 3 percent of entries.

Accept at least 20 percent of imports into the U.S.
market through evidence that source country quality
systems/standards/audits meet the requirements of the
FD&C Act.

47



Statutory Authority Relevant
Statute

andlor
Regulation

Relevant FY 1999 Performance I FY 1997 Performance Baseline
Goals

slandwds including Iimlls [or c~~nkwnlntmts [n Ii}<kls.
codes of prwticc (e.g.. (-iMPs) and guiciclincs (c g

I IACCP and dcci>ioos On cquivulcncc). all W’~)rld
Trade Wganizzztion and Ni’tF r’A SPS matters
involving food wfct~. discussi{]ll o(ajl [radc disptitc~
Involving legal interpretations ol’provisions uftradc

agreements that have impliwtions In ul>holding ( I s
(ood safety requircmcrlls.
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Statutory Authority

The Swretary olk ‘I’reasuryshall deliver to the Sccrctar~
of Health and Iluman Services, upon his rcqucsi. samplci
of foods, drugs, devices and cosmetws which m king
imported or offered for import into the LJnited States.
giving notice thereof to the owner or consignee, u ho ma>

appear before the Secretary of }Iealth and }{urniin Scr\ ices
and have the right to introduce testimony,.. If it appears
from the examination of such samples or othcrii ISCthat ( I )
such article has been manufactured, processed. or pachcd
under unsanitary conditions, or in the case ota dm ice. the
methods used in. or the facilities or conlrols used F(K.(Iw
manufacture, packing, storage or installation of the dci Icc
do not conform tn the requircmtmts ot’scctmn 52(J(l’)
[GMPs] or (2) such article is forbidden or restricted In Mlc
in the country in which it was prnciuccd or from ii Inch II
was exported, or (3) such article is adultcmtml.
misbranded, or in violation of section 505 INI)A
provision], then such article shall k refused admission,
except as provided in subsection (b) olthis section
[relabeling. reconditioning] ...

Relevant
Statute

andlor
Regulation

I’IM(’ ,icl
X(I1(a)

Relevant FY 1999 Performance

(ioals

I III1;IIICCllllp~lrt scIccI)IIr: L;tp:illIIIIIcs
Ii)tp(lhllc Ilcallil \\llllc cllillrlllg Itlat
55 pclcclll (11’cllll-l L!\ ,Ilc ILlcdwl

\\ Ill III I I i mil]Ll[c\

\.>,>. pol!ml:illj \lol Jll\c 1[111),)1[,

II II{ IIIYII fiirccl C\, IIII IIItIt II III {Ii 1

I)crccl)l <It CIIIIIC.

FY 1997 Perforn]ance Baseline

I’Y 1997: jopcr~~nt



Statutory Authority

The Secretary shall support [he Office of{hc (Jn[[cd SIaIc\
Trade Reprcscntativc, inconsultation tvithtt~e Sccrct.lr> (~t
Commerce, in meetings with representatives of other
countries todiscuss methods and approaches to rccfucc IIw
burden of’regulation and harmonize regulatory
requirements ifthc Secretary determines that such
harmonization continues consumer protections consistent
with the purposes of [his Act.

The Secretary shall support the Of’fice of the ( lnikcf S[J[CS
Trade Representative, in consultation wilhthc Sccrctalj t,l’
Commerce, in efforts to move toward the trcccptancc tll
MRAs relating to (he regulation oldrugs. biological
products, devices, foods. food additives. tind color
additives.and the regultitio[~ c~t’GMl>s.(wtwccn (Iw
European Union and the United States.

The Secretary shall regularly pm-ticipa[c in mccting~ u i[h
representatives of other foreign governments m dtscuss
and reuh agreement on methods wrd approachcstt)
harmonize regulatory requirements

The Secretary shall, not later than 180daysa ficrtllccl;ltc
of enactment ufthc Food and Drug Administration
Modernization Act of 1997, make public a plan that
establishes a framework fbr achieving mutual rccognltii]i]
ofgoodmanufacturingpractices inspcctioos

Relevant
Statute
andlor

Regulation

II)&(’ Act
403

Relevant FY 1999 Performance

(;oah

.\\l L.ill\ \l:llldill-(l\ ,11[(11[.

{Ilcl~xlllil-~vncnl\(11’IIICI

FY 1997 Performance Baseline

of the President’s FY 2000 Budget submission to Congress.
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SubobjectiIe C2 .Advcrse E}ent Reporting

1. Identification of Needs

FDA needs to work ~vith its communit! of stakcholder-s and de~clop a systemfltic approach to
address the problem of over 2 million injuries and deaths a ~ear occurring as a rcsLdt~~f
consLlming/LIsing FDA-regulated products. The ideal approach should he cornprehensi~c.
involving the participation of regulatory agencies. health care gi~’ms. the regulaled industry. aIld
the consumerslpatients themselves. Components of this system include:

● .4,fidl[ under.sranding of [he cal[ses c?f]lrc~[!llcl-rl’[lltel~dellti’?v [tnii injlwies: ~DA needs to
ensure that causes attributable to product labeling. design. or composition are addressed
in the premarket review programs, where required. FDA cLm-entlyreceives yearl~
thousands of reports of injuries and deaths associated }~ith the misuse or failLlreof FD.A -

regLl]ated products, FDA sho Lddimprot’e the quaiit> of information on ad~’erse mcnts
and prodLlct failures and de~elop methods to enhance L]rlderstallding Of caLlses of p-oduct-

re]atcd injuries. CLmcntl~. for cxamplt. the FD.A’5 ahilit~ to identif! and [rack the causes
L)Ffood-borne illness is fer~ Iimitcd

● .YLJII po i[itjllrkil[ i}lfijj”tjl~l[it)t]-,~t[[jl<]”i}~,qpro,qr[ItjI,Y; J:D;I ot’ten ha> little data [i ith ~~hich

to make fundamcnta[ decisions aboLlt some prodLfcts. This is especially trLlefor products
like foods and cosmetics t’or~ihicb no premarkct appro~al is required. Nm\- programs
mLlstbe initiated. in collaboration t~ith other agcncics. to pro~’ide such data. The ,lgcnc~
also nmis to implement nmt- LWJ”Sot’gfithcring data The National Sentinel Reporting
System. a nationa]l> represcnta[ii c sample of medical dc~ice mm-facilities. is expected
to be a less expensi~e ~~-a)of proliding better find qLlickm data On medical de~ice-mlated
problems than the 100 percent mandator> reporting s}stern now used. This system cannot
be implemented without the necessary fLmds.

● R~/pid’ {ii.~.s~’t~li/~[//i{)t?(?f’fin(ii}?g.s: FD.4 needs to be an acti~e participant in a tnulti-
institLltional network that cm detect ad~m-se effects quickly and can disseminate
information to health professionals. industr>. and consumers quickly,

● Outreach and edzKwion: A significant component of improving the current situation is to
improve the feedback to health care personnel and consumers. Requested resources will
be devoted to developing strategies, sLlchas consumer publications and public service
announcements, to reduce the number of injuries from food and cosmetic products.

2. Stakeholder Views

There is strong stakeholder support for improving the data collection, analysis, and dissemination
of information from the existing Adverse Event Reporting System and for some of the new data
collection initiatives. A few indications of these views follow:
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● ‘“Pcrfoml analysis and trend reporting on error and accident reports and make this
aiailablc to the industry .’’[tracieassociation]

● ‘-lmpro~c the handling of adverse event reports for (iietarJ’ supplements to in~ol~< the
indLlstry’earlier.” [trade association]

● ‘-Consunler safety is being threatened bj funding cLltsin 1996 that eliminated the ad~u-se-
reaction reporting pant of the voiunta~r reporting program for cosmetics. [trade
association]

● ‘-Accurate food safety statistics m-evital to de~eloping an effecti~e strateg) for enhancing
the safet)’ of our nation’s food sLIpply.” [trade association]

3-. Current lnno}ations/Reinventions

FDA has initiated sc~cral programs for gathcrin: information on aciJ”erscm’cnts i~ljLlries
associated u ith the misuse or failLireof FD;\-regulated medical prodLlcts and foods. The.sc
include the folloI\ing:

kled\Vatch

.\ledltrf/tch cofers drugs. biologics. meciicd and radiation-emitting de~ices. and special
nutritional prodLlcts. sLlchas medical foods, dietary supplements. and infant !’ormulas. The
MedWatch form is used for ~oluntary and mandatory reporting of ad~erse e~rents and product
problems by health professionals: the reports are sent on to the appropriate FDA component for
ana.l)sis and follolt-Llp action. Chcr 140 health professional and industr} organizations have
joineci the kleLi\J’atch effort as >lcd~~-atch Partners and acti~el} support the program b>
promoting the importance of reporting serious ad~erse ments or product problems to their
members.

Adverse Events Reporting System (AERS)

With its new computer system, the Adverse Elents Reporting System (AJ5RS) is expected to form
the basis for a revitalized pharrnacovigilance program for the United States. .4ERS continues to
be developed and will be relied upon by both CDER and CBER over ensuing years to provide
accurate, accountable data for the performance goals identified for injury reporting.

FDA is responsible for monitoring the market for adverse effects of medical devices. FDA
expects to receive over 63,000 postmarked reports in FY 1998, including mandated reports from
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medical dmicc manufmturcrs: loluntar~ reports from mcdic:d de\ ice professionals rccci~ cd
through Ihc pr(lblem reporting program (lled~~’atch): and rcstilts of Ilcld inspccti[>ns. FD, \
currentl) is managing the huge numbers of reports in thrw phases. During the first phase. the
reports are screened for completeness and entered into the data management sl-stcm. During the
second phase. the reports are anal)zed for similar mrnts. .jLldgedfor se~-erit!. ami searched for
trends. The final phase focuses on action. such as issuing safetj alerts :Illd Ilotitications to users
(i.e.. health professionals and patients) ~varning them of concerns and adlising them ho~t to
pre~ent future occurrences.

Some manufacturers have been granted approvals to submit summar~ reports quarteri} for
adverse e~ents involving specific de~ices. This summary reporting system is being expanded and
will produce usable information at a smaller cost tc both FD~\ and the industr),

FoodNet

FO(ML\-et is the prodLlct of a cooperati~e ~cntur-eamong USD.4. CDC. anLiFD. \: it fittmpts to

estimate the incicicnce of foodlmr-nc illness that is not rc~caled in oln~-iousoLltbreak~. \ lost
foociborne illness occurs in w}s that appear sporadic and Llnrclated to each other ltlLldXct.
i~hich has the abilit> to pro~”idemore comprehensi~c intilrmation through sources such :IScasc-
contro] stLldies and sur~-eys of laboratories and ph!-sicifins. can help FD.\ and its Fcciera]
colleagLws link i]Inesscs [hat have a common C2LLSC.no matter Idlcrc the!. occur,

National .+ntimicrobial Resistance \lonitorin~ Smtem (\,\RXISJ

The Xatlonal \ntlmlcrobl:ll Rtsistancc \lonlt(~rlng S~stcm (X\R\lS) ~~-asestablished in .lanuar}

1996 as a collaborati~c effort among the FD4. ~’SD.A.and CDC. The s}stetn l~-asinitiateti in
response to public health issLIesassociated with the appro~al of fluomquinolone products for use
in poultry. The NARhlS program monitors changes in susceptibilities to 17 antimicrobial drugs
ofzoono(ic enteric pathogens from human and animal clinical specimens. from health: farm
animals. and from carcasses of t’ooci-producing animals at Slaughter. The objecti~es of the system
include: to protide descripti~c data on the extent and temporal wends of antimicrobial
susceptibilit~ in .Salrnonellll and other enteric organisms. to facilitate the identification of
resistance in humans and animals as it arises. and to provide timely information to veterinarians
and physicians. The ultimate goal of these actilrities is to prolong the lifespan of approved drugs
by promoting prudent and judicious use of antimicrobial and taking appropriate public health
action.

Vaccine Adverse Events Reportimz System (VAERS)

CBER and CDC jointly oversee the Vaccine Adverse Evenrs Reporting S~lstem (vAERS), which
receives mandatory reports as required by the National Vaccine Injury Act about adverse effects
from vaccines. CBER and its colleagues are discussing electronic submission of reports, which
would provide more rapid access of the VAERS data to manufacturers.
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4. Plan for Meeting Statuto~ Requirements and Public Expectations

Prompt identification of ne~v.previously Lmrecognizcd problems ~vith Fill-regulated products
has the potential to decrease morbidity and rnortalit} associated ~~iththose prodLlcts and
maximize the safety of approved products. Thousands of deaths and injLlriescould possibi] be
avoided, or their consequences redLlced, through a comprehensi~e stratcg>”aimed at finding oLtt
why incidents occur and implementing strategies to pre~ent them from occLm-ingagain.

One of the Agency’s primary objectives is the de~elopnlent and implementation ofa s~stem for
improving the quality of information on ad~’ersee~’entsand product defects associated ivith
FDA-regulated products. This system needs to address issues of injury reporting by focusing on
three areas: surveillance and epidemiology; research; and education and outreach. FDA believes
that such a system ~vould maximize the safety of FDA-regulated products through increased
reporting of potentially dangerous adtrerse events or prodLlct problems to FDA or the
manufacturer. Increased reporting pro~ides greater assurance that a potential problem ~tith a
marketed prodLlct ~~illbe discotcred and appropriate corrccti~c action ~till be taken. and it
ens Llrcss~stematic feedback to tht health care communi[) imd tht pLlblic. \onc (~[’thcw s: >tcmic
improvements are po.ssiblc lf”ithoLl(xicqLmtc fLmding.

● Writh sutlicient resoLlrces. l~r):\ continues to de~clop and re~ita]ize its s>stem for
reporting. monitoring. and m alLlating ad~”erseewnts associated ~!ith FDf4-regLl]ated
prodLlcts. AERS is the basis for this rci italized progrfim.

● FDA is also developing acti~e reporting s~stems for foods and for medical de~ices. These
active systems use statistical selection of sites to provide better estimates of adverse
events from the events that are reported.

● FDA ~~ill implement a National Sentinel Reporting System to pro~ide an alternati~e to
100 percent mandatory reporting by medical ~ie~iccLlser-facilities. The s~stem ~vili use a
nationality representative sample of user-facilities to track postmarked adverse etents and
is intended to save the industry miilions of dollars in reporting costs. The system also ~vill
provide FDA clinicians and analysts with more timely, and better quality. postmarked
data, thus improving FDA’s ubility to detect and to analyze medical device-related
problems. In addition, this system is intended to provide FDA with ready access to a
network of clinical facilities that could offer clinical insight into problem investigation
and participate in specific research and educational efforts on product problems.
However, this cannot be implemented without the necessary funds.

Research

Methodologic and surveillance research efforts designed to understand the causes of, and the
factors contributing to, product-related injuries are critical to reducing the number of FDA-
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Education and outreach

improving feedback to health care professionals and consumers is critical to the inlpro~cmcnt of
adtcrse event reporting. Rapid dissemination of findings on in.lurim to (11crele~ant stakcholders
and the education of the medical communit~ require additional resources. The Agent] has begun
to collaborate ~~ith other agencies and professional groups to prodLlce teleconferences that
convey general information or product-specific information, nation~vide.

An integrated science-based system for reporting, monitoring, and evaluatin: food and
cosmetics-based adverse events is necessary to make fLmdamental regLdatory decisions and
policies. This system will depend on a research program aimed at Llnderstanding ho~~-health care
professionals. as well as the pL1b]ic.can better recognize prodLlct-prohlcms. anti on a re!atcd
research program on methods ofanal)zing the dat:l, The clinical e~-aluati~~n~}1’ad~u-scmcnts :md
the dctcrnlinati(ln of risk assessment rcqLlircsmedical ~>lllccrsand o~htr trained personnel to [AC
follo~f-up actions. make clinical l~-bmed decisions. and report actititics t{l Fil\”s existing s[af’t’.

5s. Performance Goals for F}” 1999

The table pro~icie~iin this section links FD. \”s statLitor> reqLlirtmlcnts ~~ithperformance goals in
the FY 1999 Perfc~rmance Plan. illLlstrating [he .+gcnc]”s efforts to consolidate se~-erfils~”stcmatic
approaches into one performance slstem.

Highlighted below are key performance goals for FY 1999 in the area ofad~er-se event reporting.
These performance goals deal J\ith creating ne~t-.active sLlr~eillance systems. or tvith improving
passive reporting programs to make them more LlscfLlland avai]ab]e. For more complete
identification ofperformance goals and statLltory reqLlirements see the table at the end of this
section.
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I FY 1999 Performance (;oak I

Implement .-\ERS for the electronic receipt
and revimv of :M~ersc Drug Report (,IDR )
reports

Evaluate pilot efforts for ne~vpostmarked
surveillance system

I Increase ,he number ofreports on device I
events that are receited and processed in
summary form by using electronic reporting

Develop baseline surveillance data on
foodborne illness under the FoodNet program

Irnprole public access to information on
nd~ersc e!cnts ttith Spccia] YLltritionals

[ncreaw the numtwr (01’human and animol
isolams in \a~ional ;\ntimicrobial Resistance
\lonitt~rin< S~stcm (X\R\f S)
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Statutory Authority Relevant Statute Relevant FY I999 FY i 997 Pcrformancc FY 1998 Performance Baseline
and/or Regulation Performance (;oals Baseline

Applicants must report to FD&C Act, By lt)e end 01” I’Y 1999. lmplcnlell[ Implementing the core

FDA adverse drug experience
FY 1998: f)ilot, five firm~

Section 505: Public (I1cA1;RS l’oi-[Ilc clccl!-~)nic rcucip[ i> Mcm is currently under electronic eniry uncodcd tNll\

information. Health Service Acf. and rcvimi (JI ~olunlar)” and i~:ly and will be Periodic reports only,
Section ?lO1-2134: mandalory A[)l< reports. c(m~plctc(l by FY 1998

CDER 21 (-’FR 314.50.

CBER 314.80-81, 314.98.
314.540, and 60().8(J

Plan and implement a sentinel FD&C Act Ilvafuutc pil(~[ ct’li)r[s Ihr IICW N()[ applicable Kecrui[ 24 pilot fhcilitim

user reporting system Section 519(b)(5) sentinel dm ICCrcp(nling systclll as

alternative [LIti]]lvcv+at user l“acllit~

CDRH reporting

Device user-facilities are FD&C Act Incrcaw [bc ULIIIIIWI-01”I{)wtrlsh Ni)[ .ipplic~lble f;Y I998:20,000 rwpot-ts
required to report adverse Section 519(b)(I) pos(markct rcpor[s rcccivcd ancf rcceivcd in summarl form
events processed ill ~olll[llar> ti)l-nl. I Ilc

(t)tal number t~l sullllllar} rcp(ll-ts

CDRH will be Increased Iiom ?().()()() in
I;Y98 to over ?5.000 in’[Y(Y).
“1’hiswill be Lit)ncby using
Innovative survcill:mcc mclhtds
:md impi-ovins qualil> iind al};ll)sit
mwded tbr %t’c[y Alerts aIld olhcr
actions.



Statutory Authority

;FSAN

CFSAN

CVM

Relevant Statute
and/or Regulation

Relevant FY 1999
Perform>\nce (;oals

Worh with C[)C and otbcr Wet-al
Igcncies (Udevelop btiwlinc
urveilltincc ci:lla on hxxib~)rnc
Ilnesscs required 10 cvaiua[c [he
tfec[ivencss 01’,SCIbcl[cr

)rioritiu for. and dclcrmioc

appropriate L)LIICOIIICSI’t)r IhU IOOL[

hlety lnitiati~c.

FY I997 Performance
Baseline

icntinelSites expanded
,) provide better
ovel-age (Illhc
cp[cwotatiye areas of
IIC[lnilcd States

l\\{lrclcawsin FY 1997

,S~I/I//f)/K,//(/isolates:
I .2s7 h~lnlall, 2,391

\ ~’let-ltl:lr\

‘Y 1998 Performance Baseline

kpand the demographic
!iversity and size ot”thc
copulation covci-ul by l:oodNct
ly increasing the number of
clivc surveillance sites from 7
D $3. Begin implmnentir[ioo L)I
‘ulse Ne[, which provides da[a
equimd to do more rapid and
~ccuratc traccbacks to deternlillc
he causes of fbodborne
)utbreaLs

I-he rtquisite hardware and
;otlw arc systems need to bc
mrchased for integration of”
:urrcnt Ccnkr-hascd Iimi[cd
:Jpability ~yslcm>.

ScI/}J/(HIC,//L/isolates: 21000

human. 3.()()() vcterioary

FY 2000 Performance Goals are not identified ‘n this ‘Ian” SP~~ifl~~~tiOnOf ‘]lcs~ !Wls is d~pendent upon final detcrminatii)n

of the President’s FY 2000 Budget Submission to Congress.



OB,JECTIJ”E D Ensuring access to the wicntific and technical expertise needed t]~ the
Sccretan ....

1. Identification of Needs

FDA’s abilit} to access the scientific and technical c~pertise necessar)” tocm! out its mission
must be enhanced, i.e., irnpro~ing the science infrastrLlcturc. b} upgrading the statLlsof its
facilities and equipment: augmenting and targeting its science expertise toward impc~t-tantnc\t-
health enhancing technologies: and linking its science informtition to cstcrnal sources.

Unmade Facilities and Equipment

FDA’s current science capability, both internally generated and externall~ coordinated. supports
a ~vide range of risk management activities, covering the life cycle of ~\genc~r-regLllated products.
The integrit~ of the science base should be sustained by state-of-the-art equipment and facilities.
hLltat a minimLml thej tmLlstbe in good repair. The present status of this infrastrLlctLlrc.in man!
C:lS~S.iS consicierabi~’ less than a(ieqLmtc,For illst:lll~d. I’cp]acillg the l“’~.\”s [,c)s ,\ngclcs
loborat(lr> and expanding [he .\r!i2ns2s rcgionol lhcili[~ till] pro~ idc lhc ph:~Ical ttN>lsncccssar!

to meet I: D.\”s ~)hligations.

.-luument and Target Science EZstxrtisc

.A]though [: D,\-sscicncc efforts arc supporting current eJ’forts in premarkct rm’im~-.postmarke[
safetl assurance. and product LISC nl(~nitoring. these programs m falling short of tnecting [he
.\gcI;c\’s statutor~. nlandatts and pub]ic cspcumtions. ,1s the progr:’ms are enhanced to meet
expectations. the .l:enc~’s access tt~state-of-the-art science mLISt be expanded. This tiill be
accomplished both thro Llghstrategic rccrLLitnlentof needed expertise A thro Llghcreatife
collaboration with outside institLltioIls. BecaLm FDA mLrstregLdate increasing) complex
prodLlcts. the :~genc~’s science capabilities mLlstbe able to keep pace [t ith ne~! scientific
de~eloprnents. FLlrther. the science expertise IllL15t bc positioned so that appropriate risk
assessments can be targeted tt]~fard emerging technologies that are significant in protecting
public health and ~ihich must reach the market place qLlickl~.

Link Science information to External Sources

FDA must make strides in linking its science information bases to external sources so that
synergies can be realized and appropriate information can be brought to bear on risk assessment
and risk management decisions promptly, If FDA does not enhance its ability to link its science
information with other outside sources, it will lose comparability and communicability with these
sources. Further, it will not be as able to capitalize on cost-effective use of science information
to support regulatory decisions.
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2. Stakeholder Views

Stakeholders strongl~”support the need for FD;I nlaintaining a strong .Ind ttcll-linked sciencd
base to sLipport increasingly complex regulatory judgemcnts. ,1 Fml illLlstrations of these lie~fs
w-eindicated belo~v:

● ‘-There needs to be a continuing strong commitment ~~ithin tile FOOd:lnd DrLLg
.Ildministration towards maintaining an appropriate scientific base. It has been the
experience of oLu-member companies. ~vith nLlmerous examples relating to both clinical
development and complex manufactLlring issLles. that these lYere speedily resolved
because of the scientific expertise within [FDA]. [trade association]

● “Our company’s long history in biotechnology has repeatedly shown the valLieof active
research scientists at [FDA]. [FDA’s] personnel that are invol~’ed in research related to
safet), efficacy, basic biology, mechanism of action. and other associated areas provide
an important component for in-depth understanding of”issLles and bring an understanding
and response to issLles in a scientiticall>” ancl regulator>’ responsible and appropriate
manner,-- [indLlstrJ”rcprewntati~c]

● ‘“[FD.\] Staff need to Lmderstand modem science.. there is just not going to be an> ~wl]
that proper regLdation can occL]r~~ithoLltpeople being able to communicate at the same
level aboLl~this science, There needs to be maintenance and rcne~~-alofthe
state-of-the-art scientific lcadm-ship.-”[professional association]

9 “1 express the public’s strong interest in the ;Igenc)’s abilit) to retain highly qLla]ified
scientists within the FD~\. I ask. and ad~erse reporting statistics demand. that prodLlcts be
revie~ved on the merit of scientific e~idence, safety and effecti~encss.’ - [consLlmer
advocacy group]

● lmpletncnt programs ~~hereb~ ,\gcnc}- scientists participate in stat’f exchange programs
with academia, other go~ernrnent agencies and industry .[health organization]

.

3. Current Innovations/Reinventions

FDA is expanding its access to scientific expertise through creative collaboration with the
broader scientific community. This is being accomplished through several approaches:

Industw-Govemrnent-Academic Collaboration

Industry -government-academic collaboration enhances the Agency’s scientific expertise, thereby
using added resources that would otherwise be unavailable to the government. Examples of these
collaborations are below.
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● FD/\ has t~~osignificant collaborations uith industrj, [he Coli:lboration for DrLlg
De~clopment Improvement (CDDI) and the Product QLla]it)”Research lnitiati~e (PQRI).
intended to le~’era~eresotlrces and to \\ork \\ith industr~” to improt”e the drug
development process.

● FDA currently has approximately 25 co]Iaboratit’c research and dc~elopment programs
(CRADAS), which are designed to foster scientific collaboration bmveen the t’e(ieral
government and sectors outside the go~ernment: a list of these programs can be found on
the FDA Internet site. FDA is actively soliciting new collaboratitre agreements Ivith
indLlstry in addition to advertising opportunities on the Internet,

FD,\ annLlallj sponsors a science ForLltn and ~i”orkshops to bring together scientists of
like discip]incs from across an~ioLltsiciethe ,\genc>- to address cross-cutting topics.
[;xonlples of recent ~vorksh{~psinclude the deox!ribonuc]eic acid (DX.-1) microarra)
~vorkshop. a]tcrnatilc t(]~ic{~]t~(,~testin< lIIC[hOCiS.:Ind mechanisms ofcarcinogcnesis.--.

Interamnc~ Collaboration

Encouraging interagenc>r cooper~tion allokw the sLlbstantia] expertise ol’other government
scientists to fOCLIS their efforts on similar problems, For examp]e. Ivorking ~vith other agencies
allows [he FD.-\ to prment illness and epidctnics, The .Agcnc: collaborates ~tith the NH to
speed drLlgand \’accine detclopnwnt so [hew prodLlcts can reach consLll?lersmore quick] ~’. This
interagency cooperation also a]lo~~sthe .Agenc~ to determine modes of infection and thereby
educating scientists, ~vhich could lead to neJv testing methods.

Exchar-wimz Scientific Ex~ertise

Industry and FDA collaboration provides an atmosphere to encourage the exchange of scientific
expertise. The FDA sponsors workshops on cutting-edge topics such as gene therapy and Simian
Virus and DNA vaccines. The FDA/National Institute of Dental and Craniofacial Research
(NIDCR) model MOU allows for use of scientific expertise on panels and as consultants to the
CDRH’S device group. Added to these face-to-face contacts, Agency scientists are encouraged to
publish in professional journals so their non-government peers can learn from their work.
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]nformatiun ‘rdllloht

information Whnologj is a tool that allotts Fr)..\ scientists to lcmn alx~ut nCIYdisco~crics and to
increase their abilities to revie}~ applications. For the .-lgenc~ to prodLlce excellent scientific
work. FDA scientists must be aware of the latest de~-elopments and theories qLlickl} anti in a
timely fashion so the! can incorporate them into their ~i-ork.Facing these scientists is the
daunting task of accessing a voluminous amount of new information. which is generated too
quickl~ for one person to follo~v. To assure (his knotvledge is incorporated into .-lgenc~”
decisions. FD~l scientists use information technology to access databases of latest disco~mies
located in-house and in external scientific databases,

Information technology (IT) tools go beyond finding articles ~vith new theories and opprmtches.
The Agency uses IT tools to validate computer models to speed revie~~s. For instance. FDt\
scientists can re~’iewa comprehensive database on carcinogenicit~ of o~er 700 drugs. IT tools
also are used to validate computer models in a time)~ monner so application decisions can meet
statutory requirements.

4. Plan for \Ieeting Statuto~ Requirements :{nfi Pub]ic Espectilti~ns

Section 903 {~f the FJX2C ,\ct. as amended b! FD,\\l,\. requires FD.\ to carry out rcscmch
relating to foods. drugs. cosmetics. and dc~ices in realizing the intent of [he ,\ct. Section 903
also rcquirm FD:I to consult ~~-ithexperts in science. medicine. and public health and other
stakeholders in carrving out its mission, [n addition. FD. \\l,\ lat~-(Section -!14) mandates
policies that foster collaboration bct~fccn t’cdcral :Igcncies and other science-based agencies.

FDA’s plan for meeting these statutory reqLlirenlcnts ~vill encompass a ~mict] of actions intended
to enhance its science capabilities. One approach is for the Agency to conduct research projects
that identif> the causes of and factors contributing: to product-related injuries. For instance.
.Agenc) scientists are examining labeling and product features that can be altered to prevent
prodLlct-related accidents. To conduct these research efforts. the Agent) ~vill maintain and
strengthen its in-house scientific expertise b) expanding innovative and successftll programs (e.g.
in-house Fello~vs programs).

The Agency will continue to enhance its scientific collaborations with the larger scientific
community by initiatives with the University of Maryland, Georgetown ~Tniversity, and other
institutions of higher learning. Similarly FDA will strengthen the Agency’s science base linkage
to external sources to provide comprehensive science underpinning for important national health
initiatives, such as working closely with CDC and USDA in the establishment of NARMS.

In addition to these steps, the Agency is developing improved methods to detect food pathogens
and to assess health risks more rapidly so that consumers can implement preventive measures.
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5., Performance Goals for F}’ 1999

The table below links the performance goals and memurcs ~~ith the scicncc-related statutor)
requirements. FDA’s main statute. the FD&C .lct, pro~ides broad authorit) to the Sccretm-J to
authorize research efforts. Performance Goals illustrate t~vot~pes of efforts, The first identifies
dmelopment of methods or products that can be applied to a specific health risk problem. For
instance, one goal calls for studies on antibiotic resistance of foodborne pathogens.

The second t~’peof goal identifies a long-range systemic solution to a range of problems.
lllustrati~’e of this type is a multi-year research plan to improve methods for detection, control.
and prevention of microbial contamination. A measure for this type of goal is more difficult to
establish. Because scientific progress often results from diverse efforts. measuring this goal is an
incremental process of small steps. In this goal, establishing relationships ~vith stakeholders is a
major step.

Highlighted belo~v are key performance goals for FY 1999 in the area of science. Sc~cral goals
enable t!le Agent> to put science behind methods for quickll cktccting potcntiall! high-risk

products. (l[hcr goals focus on collaborating I!it}l kc! st:lkcho]dcrs 10 incrcasc scicncc-s mlc in
regulalor! polic> For more complctc identification [Jf perf~~rnlancegoals fincistatutor!
requirements see the table at the end ofthis section.

F}’ 1999 Performance Goals
I

Implement a multi-year research plan to de~elop and
improve methods for the detection, control. and
prevention of microbial contamination on fresh produce.

De~clop model to assess human exposLlre to a ~ariety of I
foodborne pathogens.

Work with industry and academia to develop new I
techniques for eliminating pathogens on fresh produce. I
Support product review by developing faster, more
accurate tests on mechanisms of toxic actions.

Demonstrate a model toxicity knowledge base to support
and expedite product review.

Develop better models to predict risk for cancer,
reproductive, developmental, neurological, genetic, and
acute toxicological outcomes.
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Statutory Authority

The Secretary is empowered through
the Commissioner of FDA to conduct
“research relating to foods, drugs,
cosmetics and devices”

The Secretary is empowered through
the Commissioner of FDA to conduct
“research relating to foods, drugs,
cosmetics and devices”

TheSecretaryis empoweredthrough
the Commissionerof FDA to conduct
“research relating to foods. drugs,
cosmetics and devices”

The Secretary is empowered through
the Commissioner of FDA to conduct
“research relating to foods, drugs,
cosmetics and devices”

The Secretary is empowered through
the Commissioner of FDA to conduct
“research relating to foods, drugs,

cosmetics and devices”

The Secretary is empowered through
the Commissioner of FDA to conduct
“research relating to foods, drugs,
cosmetics and devices”

The Secretary is empowered through
the Commissioner of FDA to conduct
“research relating to foods, drugs,
cosmetics and devices”

Relevant
Statute andlor

Regulation

F’IMC ACI,
Section
9oxLi)(2)((.’)

FD&C ACI.
Section
903(d)(2)((’)

[’D&C’ Ac(.
Section
903(d) (2)((’)

FD&C Ac(.
Section
903(d) (2)((’)

FD&C Ac[,
Section
903(d) (2)((’)

FD&C Act.
Section
903(d)(2)((’)

FD&C Act,
Section
903(d)(2)(C)

Relevant FY 1999
Perform arrcc Goals

FY [998 Performance Baseline

I)c\cl{Jp and begin inlplenlerl[ing :in intcragcnc)
rc>carch plan that more effectively cm.wdinatcs
the IIXMJsafety research activities in l;DA and
IISI)A

l~lcll[il’! \pwific issues and areas 01 I-cscaruh

liKII\ atld develop research protoct)ls

Idcnlil> priorily material fot- standan-1
Llcvclopmenl
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Statutory Authority Relevant Relevant FY 1999 FY 1998 Performance Baseline

Statute and/or Performance (;oals

Regulation

The Secretary is empowered through f:D&C Ac(. ( IW IIIodcl animal and cell culture kansgcnic

the Commissioner of FDA to conduct Seclion s>~[cnls to evaluate risk to the human genome,

“research relating to foods, drugs, 903((3)(?)((’)

cosmetics and devices”

The Secretary is empowered through FD&C Ac[. (’t~flducl case-control molecular epidemiology

the Commissioner of FDA to conduct Section \[udic\ t{) assess breast and prostate cancer jn

“research relating to foods, drugs, 903( Li)(2)((’) A l’lic:i!l-Al~lerican women/nlcn.

cosmetics and devices”

The Secretary is empowered through Ftkkt-’ Act. L’t)l]]pu[cr-based predictive system is king used

the Commissioner of FDA to conduct Seclion as III(KICIfor rodent and human hormone-binding

“research relating to foods, drug-s, 903(d) (2)([’) prn,lcins.

cosmetics and devices”

The Secretary is empowered through FD&(’ Act. l’II_\cn[ ,1[a scien[i~ic hum a unil~irrg approac}r

the Commissioner of FDA to conduct Sect ion [(~WIL[) aswssrnent 1-01-bo[h car-c inogcnic and

“research relating to foods, drugs, 903((I) (2)( C’) l]t)[]-c,ircir]~)ycrlic effects.

cosmetics and devices”

The Secretary is empowered through FD&C Act. Sur-cc[l dnirnal products and cnvironmcn(s ti)r a

the Commissioner of FDA to conduct Section ltllcl-(l(~rg;ll]ls[l]harboring antibiotic rcsistancc,

“research relating to foods, drugs, 903(d)(2)(L’)

cosmetics and devices”

FY 2000 Performance Goals are not identifl~d in this l’l~n. ‘Pe~ifl~2~ti(~n of thL’SC !4MIIS is ~ep~n~~nt upon final tlctcrminatioll
of the President’s FY 2000 Budget submission to Congress.



OBJECTI\’ES E AND F

Objective E Establishing mechanisms, by tJul} 1, 1999, for meeting the time
periods specified in this Act for the review of all applications and
submissions described in subparagraph A (Objective A) and
submitted after the date of enactment of the FDANI.A.

In the spring of 1999 FDA plans to ree~’aluate ~~hereit stands in relation tL>this oblecti~e. The
Agency plans to make information on this objectite easily available to Congress. the public.
regulated industry. and other stakeholders. FDA is exploring making this information available
on the Internet.

Objective F Eliminating backJogs in the review of applications and submissions
described in subparagraph A (Objective A), by January 1,2000.

Objectives E and F arc directly related. The strategies followed to achime (lbjecti~e E tvill also
achic~c Objecti\e F. By making impro~ements and chatlgcs to the rm im} process to mwt rhe
time lkuncs for rc~iel~ing applications and submissions. an} backlogs ~or thctn \iill be
eliminated. l’hcrcfore. this section t~ill fiddress both Oh,iectiics

1. Identification of Needs

W’bile. the Prescription Drug ( user Fee .\ct of 1992 (PDI ‘F\) has been a great success. (here is a
gap in performance for applications not cmered b! PDt’F\ that needs to bc filled for FD.1 to
meet its statutorJ re~ic~~-requirements. In wlciition. public expectations. interns] time frames. and
PDUF:4 goals provide important benchmarks t’orFDA performance.

FDA needs to reduce total product delelopmcnt time, meet statutory review requirements.
expedite and add \ alue to ne~~-technologies. maintain high-qualit>’ interactive reviet~s. and target
Iaborator>”~vork to support and expedite science-based rc~imvs. FDA has successftd]) adopted a
number of inno~’ations and re-engineering approaches to impro~.e re~ie~~performance. FDA has
no}v reached the point. howmer. lvhere additional improvements to~vard meeting statutory
requirements cannot occur lvithout additional resources.

FDA ultimately needs to speed safe and effective products to the American public by reducing
the overall development and review time for new products without compromising product quality
and safety.
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Nlaking nct~-pr~ducts a~ailablt t~~the public more quickl) and streamlining the product
development and reliew process ti bile ensuring safety are important :OOIS,

s Some consumer ad~ocac~ groLlps Ltant the Igenc) to assign the highest prioritl to
expediting the cknelopment and rmimv ot drugs. ~vhileothers expressed fear that meeting
review deadlines could result in safet}’ risks.

● ‘-Replace the resource-intensive [Generally Recognized as Safe] GRAS petition process
~vith a streamlined notification system. Finalize the GRAS notification regulation. ” [trade
association]

Using a risk-based strategy for reassigning resources is a major ;\genc} strategy, A number of
stakeholder comments seemed to sLlpport this stratqg.

● .1 health professional socict~ said that FD.-I shoLlld reassess tht risk-benefit of anallsis of
lifest~le-nl~)Llif)ing drLlgsand subjwt thcm to fi di~fcrcnt t)pc t~fscrLltin] than that [i hich
is L[sedto treat or to prclent disease or other medical conditions. ,\lso. thc~ said it is hard
to argL[ethat it is t~orth taking a lot L)!’J\ork l~ith a nm~ drLlgprod Llctkihicll in no ~vn~
adds thcrapeLltic benefit.

A nLmlber of staiwholders said that proper implementation of fast-track pro~isions ~vill expedite
entry into the marketplace for drLlgs for serio Llsand life-threatening illnesses.

8 A biotechnolog~’ industrl council suggested that the PD17F.4 11goals be applied first to
fast-track prodLlcts. They also said that definitions need fLalher clarification and a broad.
flexible definition is needed for “serious and life- threatening illnesses.” The coLmcil also
suggested that quarterl~ conferences be held to discuss surrogate end points and that fast-
track designation should be done by directors of review divisions.

There was both support for the Agency’s strategy for implementing third-party reviews and also
concern about the strategy.

● A major trade association said that more medical devices should be added to the list for
using third-party reviews.
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A major concern of industrl stakeholders lws that FD.A conlmunicate i~-hatis cspwted of thcm
in de~eloping and testing nmv products and in pro~iding midencc for approtal,

● A major trade association said that FD.4 should make its procedures transparent.
particularly in terms of Good Retie~v Practices (GRPs~. Various documents such as
GRPs and revie~ver handbooks should be prolided to indLlstrJ”and other stakeholdm-s to
pro~’ide a better understanding of the lvorkings of FDA and to allo~t industr-> to bring its
procedLlres into conformity’.

Improving the efficiency of the revie~v process by implementing an electronic submission and
review process was also an industrl priori t).

● A biotechnology industr)” reprcscntati~c suy:c>ted that information il(>~fm~i
~it~clitllcllt;lti(lllncccis I(Jlx hanciltxi more Ct’[icicntl: anLiSug:cs[cd lh:~tlilis uoLIiLik Lic~nc
througil the cstabiisilmcnt t~l’a stancimi electronic inli~rnlation cxcilfingt cn~ironmcn[ ~iliit
ti-ould set titc standards ft~rindLlstr>’.

Animai drug indLlstr>’sta!ieilolders piaccd a iligh priorit>”on FD. \ impitmcnting the reccntl)
enacted ,\ninlai Drug .l~aiiahiiitj ,\ct [ ,\ D,!,\ ).

● Fui] implementation of dlc A[l. \.\ ltm wl issue Imllgilt Llp b) man>” ofthc stakehoider

gro~lps,inc]lldin~drll~nlanLlf\lctLlrcrs.ii~’estock producers. and fwd producers. .~]l of thec.
speakers ivho mentioned it strongl) urged FD/1 to devote ~vhate~cr resources ~~ere
necessm-> to full) implement :\ D.A.4.

3. Current Innovations/Reinventions

FDA has been pursuing a number of strategies for man} )ears to improve on-time performance in
revie~ving applications and submissions. especially for ne~vproducts. Many of these strategies
were developed in conjunction ~vith the ,4gency ’s stakeholders. Many strategies focus on
speeding up the review process and encompass risk-based priorities. re-engineering FDA
processes, information technology, communications with industry and other stakeholders, and
scientific support for reviews.

Strategies also focus on the drug development stage (i.e. pre-Investigational New Drug [pre-IND]
and IND), and on assisting industry during the testing and pre-application process. A day saved
in developing a new therapy is just as valuable as a day saved in reviewing it. FDA is working
with product sponsors to ensure that they know what is expected of them so that product testing
and preparation of the application are more effectively and efficiently done. As PDUFA has
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FDAMA start-Lip and additional ~t-orkload ma> redLtce rel”lc\~”performance in the near term.
especially for medical devices and other non- PD[~F~\ prodLLcts.The grmving complcsit> of
medical devices requires that more time be spent interacting ~tith sponsors and keeping
guidelines LIp to date. Increased gLtidance and interactions \\ith indLlstr> arc resoLlrce- intcnsi~~
acti~’ities. These factors \vill challenge FDA’s abilit). to meet time frames.

Establish Risk-Based Priorities

FDA is focLlsing more on actual and potential risks in establishing priorities. FD~l ~~-illidentif~’
and concentrate resoLu-ceson high-risk. high-impact prodLlcts or work areas. those i~-hereits
direct intervention helps consLlmers anti health care professionals the most. Despite cLu-rentanLi
anticipated bLlcigctconstraints. rcs(~urces li ill lx redirected: and tthile some Iic) fircas ~~-illlx
incrcascd. wmc l(~tf-risk prod Llct:Ircm ti ill lv dwrcmcd ScIcral c~anlplts of the.w ct’feels
inclLicic:

● lkempting lo~~-risk medical ~iciiccs from the prcmarkct notification reqLlirenlcnt:

● (sing a threshold ofregLllation approach for Ier> lo~f risk noncarcinogenic indirect food
adciiti~es,

● Gi~ing priorit> to high-risk. fcxd wfet~-relatcci. food additive petitions,

● Conducting risk ~msus benefit conmLmications research to assess the pLlblic’s abi]it> to
Lmderstand risks versLlsbenefits in drug information and to delelop LlsefLdand
meaningful vm>s of presenting important information aboLlta drLlg’s knolvn risks and
benetits.

FDA’s research agenda inc]Lldesdmelopment of more predictive animal and non-animal models
for safety and efficacy evaluation. FDA scientists are developing new approaches for use in
predicting risk associated ivith human toxicity; developing computer-based systems to aid in the
assessment of human toxicity; and conducting research on specific agents. concepts, or methods
that can be applied to questions of human health and safety.

In addition to the risk-based priorities, FDA has identified high-impact areas such as pregnancy
labeling, antibiotic resistance, medication errors, consumer information and direct-to-the
consumer advertising polices that require the expenditure of further resources. In conjunction
with stakeholders, FDA already is devising innovative strategies and methods to address the
public health impact of these emerging issues.
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The Agency has been working to change its cLdture tO fulfill its dual mission of promoting and
protecting public health. As a result, FD.+ has been re-engmeerlng nlan} of its product re~ie~v
processes for the last se~eral years. In fact, many c pro~isions of FD:WI! codified results ofre-
engineering efforts initiated b~ the :Igency. The follol~-ing provides highlights of a ~arietj of rc-
engineering efforts. resulting from FDA.klA. other la~vs. stalmholder input. find the .-\genc~’s
owm initiati~e,

The introduction and expansion of the Project Management System (PNIS) to expedite re~ie~~-
processes for both CDER and CBER established team-based project management programs
designed to improve the quality and efficiency of the drug review process. These programs ha~e
demonstrated their effectiveness and continue to be refined and enhanced. Team-Based Project
Management is a po~verful technique combining the LISeof multidisciplinary teams led by project
managers and scientific leaders ~tko use the tools and techniques of project and rcso Llrcc
[racking. Rcvimv disciplines are organized into mLdtidisciplinar> trams earl) in the rmict~
process to delclop a rc~lc~~plan and comm]t L(Jtarget ln~crlm and mllcstf~nc cotnplction dalc~,
Teams meet perimi]callj to cxchangc Information. dIKuss signitlcant aspects (~t’the:Ipplicatitlns.

.

re~icl! progress tolvard meeting target completion dates. and make rcsourcc adjustmmts. Project
management is being used throLlghoLltthe .lgcnc~’.

FI)A is committed to the implementation of the third-pat-t> rmiev pm~ision of FD.AJ1.Aand is
alreadj pursLling that program. <1kc! factor IJill be to appl:” lessons learned from the earlier
third-partj pilot program for medical delices. The fact that the earlier pilot ~vorked \\ell for the
limited number of manufacturers l; ho participated in the program. combined lfith the expanded
list of eligible devices under FD:4}14. should go a long lvay to~vard attracting additional
submissions from industry.

FDA plans to issLwgLlidancc that describes its ~ast-track policies and procedures. To ensure
compliance ~iith the legislative) mandated time frame 0f60 days for designation, FDA is using
management tools similar to those u hich ha~e contributed to FDA’s success in meeting PDT_TFA
goals. The guidance ~vill include the Agency’s definition of ‘“aserious or life-threatening
condition.’- In accordance with the statutory mandate. FDA currently is working with NIH,
sponsors, and its advisory committees in the timely evaluation of proposed surrogate end points,
For many years FDA has been working with sponsors to develop surrogate end points that are
reasonably likely to predict clinical benefit for serious and life-threatening conditions.

Streamlining efforts will be focused on reducing the overall time required for product
development. More guidance and meetings will be provided during the development process to
assist firms in conducting appropriate clinical trials and in developing the scientific evidence
needed to gain approval of new products.
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During FY 1998 CFS\X implemented a propowd n(~tiIic:ition proccdwc t’~~rindcpclldcnt (iR. \S

determinations. The ,\gcnc)ms cLm-entplan is to codif> [his pnwcss durin: 1:}’ 1q9(l. (lncc
codiiled. this procedLlre ~~ill largel~ replace the rmourcc-intcnsi\ e GR\S at”firmation petition
process ~vith a less resource-intensi~e notification process.

Other efforts to simplif~ regulator) approaches and to reduct the bLlrdcn on stakeholders lnciLlde:

●

●

9

●

●

●

●

Implementation of a phased re~ieu process as in C\:hl ~vherc CV\l ~mrks ffith the
sponsor throLlghout the research and de~elopment process and rc~iews technical sections
of a New Animal DrLlgApplication (NADA) as the: are completed:

Implementation of additional premarket notification programs in lieu of requiring
proapproval before marketing (For example, CFSAN has ~vorked to prepare for
implementation of a premarket notification program for food contact sLlbstances
established by FDAMA. );

Dmelopment of CJRPSfor .-\gcnc) rmictmrs ( C13ER :Ind CDFR condLictcLl:1series of
t~orkshops to dc~-clop an action plan thfit ikill CIOI1c in[o guidclinm that de>cribc :Incl
dc~clop (.;l<l}sgLlidancc. \ rcl-ic~ier”s handbook is also being dc~eloped ):

Delelopmcnt Ofa list ofappro~cd drLlgs for Ilhich addltiona[ pediatric information nla~

produce health benefits:

l:liminatifln ofcertain labeling rcquircmcnts:

~lmendnlent of regLllations to profidc additional tlexibilit~ for health claims on foods and
to clarifjr nutrient content claims; and

Allolving use of abbre~iateci stud} reports in an XD:I.

Ca~italize on Information Technolom

FDA is aggressi~rely rno~ing to~vards an electronic regulatory submissions environment. The
benefits of electronic submissions include:

● lower paper handling costs for FDA (e.g. document room contract, offsite storage, onsite
storage);

● quicker access to information by reviewers (e.g. no waiting for a paper copy and no
rekeying of data for analysis; and
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● time and cost sa~’ings during ptmlLIcL dc\ c]{lpnlcnt ( m~~>t iirms h:I\’c Ihclr Li.lla III

clcc[ronic format and twn”t IUIC to \tastc time crca[ing deli~cr-ing :1 paper sLlbmissl~7n t~~

1’r).-\),

Work More Closely fVith External Stakeholdms

A common thelme in all of the improvements to the re~im~ process has been an intcnsi~”ceffort to
improte commtmication tvith sponsors and manL1facturcrs. This dialogue. ~~-llichocc Lu-sb~
telephone. b> ~ridcoconference. and in person, helps manuthcturers Lmdmstand ~~hat I:D~\ is
looking for in product submissions. Explanations inclLlde ~~hat information ~till bc needed and
tvhy. ~Jnresolved qLIestions are resolt’ed on the spot. CommLmication ~vith industry continL1esto
improve. with more companies taking advantage of opportLmities to consLllt with FDA,

These efforts have already contributed to improved review performance. For example. CDRH
has zero backlogs of 5 10(k)s, Pre-Market Approlals (PMAs). and PMA supplements. In
addition, CDRH has begLm implementing additional meetings m reqL1iredb~ FD:\\l.-l. sLIch as

determimtion meetings. [there a prospccti~c P\l,\ app]icont ma~ rcqLlcsta mcc[ing ltl dclerminc
the t! pc of scientific clidcnct ncccssar-> for P31.\ .lppril~:ll: agrccmcnt meetings. t~here pri~>rto
sLlbmitting an In\estigatlonal Dcliuc i~~clnpti(>nt lDI. ) applicclti~ln. a sponsor ma} rcqLlcsta
meeting ~iith FD.4 to disc Llssthe spwitic intcstigationa] plan for a class 111or imp]antablc
de~icc: and 100-da! P\l;\ meetings. ~vhcre ~f”ithin1(X)da~s after the sLlbmission t~fa P\l\. the
sponsor ma> request a meeting to disc Llssthe application.

FD,\ is ~w>rkingto make .lgcnc~ proccsscs transparent b> pro~iding a \arict] of information in a

~ari~[> 0~’IWL!-Sirlcl Lkiirlg:

Increased sponsors~applicants mwtings:

Presubrnission conferences:

Presentations to industr> about a \ariety of topics on the most common GNIP deficiencies
that pretent approval:

Pro\’iding potential applicants \vith assistance during the development process;

Comprehensive guidance for preparation of submissions to FDA; and

Initiating industry education programs/services regarding studies and safety data needed
to support petitions and notifications.

FDA continues to rely on outside advisory committees for advice in reviewing product
applications. Outside experts add a wide spectrum ofjudgement, outlook, and state-of-the-art
experience to FDA’s decisionmaking process. These expert advisors add to FDA’s
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FDA participates in international harmonization acti~itics that can rcsLLltin redLlccd rcgLllator>
burden for the regulated industry, mLIch of ~~hich markets prodL[cts dmLlghout the ~~orld. B>

harmonizing requirements to the maximum extent possible. the industr! hopes to reduce tlm
costs in~rol~cclin bringing prodLlcts to Imarket, Acti~itics arc undert~-a! in the Codcx
AlimentariLls forLmlto develop and adopt a standard for food additi~-es. ,lcti~ities to ciate ha~e
also included work toward major parts of common technical docLmlents that coLIld be used for
premarket filings in the three major industrialized markets. Efforts are Llnderw’aJ’~vith medical
devices to identify areas of divergence in the varioLls regLdatory reqLlirements. ~~-ithan e~e to~~ard
Ldtimate harmonization of requirements. With drugs and biologics. these activities shoLdd resLdt
in both higher quality products regardless of prodLlction site, and their getting on the market
quicker dLleto redLlced conflict in regLdator~’reqLliremcnts in major markets. B)” rcl)in: both on
manL1factLlrerselfcertitlcation ofconformit)” ~vith international harmonized standards as part of
the accepte~i premarket application and on third-par~! rc[ic~i-ers for preliminnr~ 5 10(k ~
Llctrrllli]l:iti(~lls.FD. \ has rcduccd the dcnmnd on stat-l-((~r~.~icti ori:in:~l (locLl]lle]lt~][io]l,”

stren~thcn the scientific and ;\na]\ tica] Basis for RcuLl]ator\ Decisions

.4ddressing the wdcqLlac)O( the research and scientific infrastructLu-c is one of FD.+’s highest
priorities. especial]) 0s it sLlpports the re~imy ~)fprc-mmkct applic:ltions. I.ahoramr) \\-ork is

targeted to dmelop in-houw scicnti tic cspcrtisc. scienti!lc :uidance. and science-based
standards. ]n-h(~use scientit~c exptrtiw is used to consLdt on product rm”ie~vs.espccia]l~” in areas
of emerging technologies. (;uidance can hmetit both applicants and re~ie~v staff in de~eloping
and reviefving applications. FDi\hl.-\ reqLlires FDA to recognize and LNCappropriate standards
in the application re~ietv process for medical devices. E~idcnce that a product meets established
standards \\iIl expedite the revim~-process.

FDA still faces shortages ofccrtain expertise. especiall~ throLlgh attrition. Some positions are
very difficult to recruit. FD;I needs to use a nLlmberof pa~ incentives (higher initial pay,

bonuses, comparabilit~ allo~vances, etc. ) to attract and retain medical officers, especially for
certain specialties. Other positions include pharmacokinetics specialists, statisticians, and
computer specialists. As a result, FDA sometimes is lacking critical skills in the re~’iew area such
as having an orthopedic surgeon to review surgical devices.

4. Plan for Meeting Statutory Requirements and Public Expectations

Because of the success of PDUFA, FDA will continue to use PDUFA submission and review
mechanisms to improve the review performance of non-PDUFA applications and reduce product
development time. Ultimately matching PDUFA’S success without additional resources
comparable to those provided by user fees is problematic.
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I) I)L”F.+is difl~rcnt from s(~mc Izurope:m rel”icii sjstem> in that i[ prot ides the ccrtain[) ~)t’:~
rcs Lilt it i[hin a detlni[c time. E;wunples ofthe subn~issi[~nond rc~ic}~ nl~’chanisms used I(1
accomplish this are: 1) pres Llbmission consultations: 2) refuse-to-tile fiuthorit} and incrcascd
application quality: 3) project management: and 4) complete tlrst actions

Several interlocking strategies w’ill be Llsedto meet FD.4’s rc~im~-goals. To ensLtre ~visc Lm of
revimvers’ time, FDA ~~illcontinue to re-engineer its product rmie~~-processes in man}. areas and
wiil continue to look for more effective means ofshortcning processm ~{ithoLusacriilcing qL1alit;
and safety concerns, Second, several initiati~’es are undm~”a!’ to reduce the direct rm’im~”hurdcn
on the Agency b~ redLlcing the requirement for pre-appro~al in some areas and replacing it l~ith
an indLlstry notification process. Third. consLdtation lvith prodLM sponsors early in their research
and development process t~ill raise the likelihood that hi,gh-qualit~rcommercial applications ~vill
follow and make their way through the FDA system in the shortest time possible. FinallJ. all of
FDA’s product re~iew centers will continue to aLltomate their application sLlbmission and re~ie~~-
tracking systems. This shoLdd resLllt in not only faster rm”iew times. bLltalso increases in A:enc\’
productivity}’,JVithout an infusion of resources. ho[}ci’er. it is unlikel) that FD,l ltill be able to “
meet its stat Lltort obligations in al I product areas.

,idditiona] Stem

Ylake a~ailablc and rcmsign rn~ore res(~Lmctx b~ Lising a risk-haswl priorit! s}stem and seek

additional resoLu-ces as needed FE1.\ Ivill redirect resources to high-risk and high-impact product
areas and dccreasc rcsourccs in areas that pose a lo~!cr risk or benefit.

Expand collaboration \\ith product sponsors to expedite producl dmelopment.

Provide more productive interactions Ivith industr~ through Lip-to-date gLlidance re~’ie~v.indLlstrJ”
edLlcation, and re~’iei~’ertraining.

Increase efforts ~tith other industrialized countries to harmonize prodLlct protocols.

Expand electronic submission and rmiew systems.

Target laboratory support for emerging technologies.

Expand use of third-party reviews.

5. Performance Goals for FY 1999

The table provided in this section highlights some key PDUFA and non-PDUFA applications and
summarizes the time frames, performance goals, baseline performance, and the number of
applications overdue. A more comprehensive table and listing of applications and submissions
covered by this Plan are in Appendix I).
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The PD(_-F\ time frames and pcrforlmance goal~ arc the r~s~ll[01’in-depth ncg{lti:ltions hct~~ccn
the drug indL\str~-and FD,\. lndustr> and FD\ dmmnined that both the time t’ramcs and the

percentage goals \vere realistic. achievable l~ith the additional Llserfee resoLu-ces.and desirable
The PDUFA time frames for drug applications differ in some cases from the FD&C .\ct statutory
reqLlirements. Biologics applications are co~ered b) the Public Health Serticc .,lct. ~~hich dots
not hat’e my statutory time frames. Also. the PDCT.A goals do not stipu[ate that 100 percent of
applications be completed on time. In many cases. however. a 100 percent performance level ~~-as
achieted. IndLlstr)’is pleased w’ith the certaint} of a timel~ action and response from (he rc~’icw’
process and the net resLdt of a higher percentage of applications being appro~ed faster. Patients
ha~e benefitted by having more therapies available more quickly, Performance goals for PDI_’F:\
applications are based on the PDUFA time frames.

Performance goals for non-PDUFA applications are based primarily on the statLltor] time frames
tvith t~voexceptions. hTon-PD~FA biologics applications ha~’eno time frames. FD.I has
vol Lmtaril~ adopted the original PD(-~F<\time frames for these applications. ~\lso performance
goals fl~rfood ~n(~~olor :ldditi~.e petit i(~ns~r~ based on .360 dais. t~yicc the statutor~. time tj~m~

of 180 da).s. “Thisis king done [o pro~ idc rcalis[ic tarycts as [Ilc pctiti{~nrc\icIi pnwcw is [wing
re-cnginecrcd.

FDA IMs de~cloped clear perk~rmance goals that \vill cnhmce and fLlrthcr expedite rc~ic~w for

prodLlct applications, Setting these goals has pro~ided a T’alLmhlemanagement tool for identifying
performance expectations and assessing achic~ements [“sing the PD(.”F,\ model. performance is
nleasLu-edbased ~~nthe percenta:c t~fapplicalit]ns acted on t~ithin the appropriate re~imv time
frame. The on-time performance mcasLm is important bccaLm it represents detiniti~c decisions
both to approte and not to appro~e. :ln accurate portrayal of the timeliness of the lgcnc~’s
decision making should focus on the length of time to al] decisions. both positi~e and negative.

OverdLle applications are those tvhose re~ie~v period exceeded the time frames and ~vcre Lmder
acti~e re~ie~~-at the end of the fiscal )car,

Highlighted belo~~are key performance goals for FY 1999 in the area of application re~’ie~v.
These goals represent applications for new and priority products and for new medical Llsesof
approved products. For more complete information see the table at the end of this section and
Appendix D.
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F}’ 1999 Performance (;oals

Re~im; 90 percent ofpriorit] Nil. \s Pi.. \s BI..-\s ~tithin 6

months.

Review 90 percent of priorit} efficac} supplements tiithin 6
months,

Review 60 percent of blood PI. Is’ BI..-Is ~~idlin 12 months.

Review 50 percent of Phl.ls I~ithin 180 days.

Revie~v 30 percent of food and color additi~e petitions
~vithin 360 days.
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Percentugc of First Actions Within

Review Time I’cried

1

I

1

I
I

(

I’ime Frame Relevant FY 1999 FY I997 Baseline Overdue’
statute Performanw Plan (~stilnitlc)

Goal

‘DUFA:

leview PriorityNDAs within 6 months IIXL’ Act Sec. 90 pcl-cclll 1{)()pLluL’11[ o

CDER) (PDUFA II commitment letter) 505 (b)
requircmcnl I> 6

monlhs.

Review Standard NDAs within 12 I: I)&(’Act Sec. W) pcrccil[ 7X PL.I”CCIII ()

nonths (CDER) (PDUFA II 505 (b)

;ommitment letter) rcquircmclll i> 6
months.

Review Priority NDAs/PLAs/Bl.As [’lhkc’ Ac( SW 90 pclwclll 100” pcrcc’11[ ()

within 6 months (CBER) (PDUFA II 505 (b)

commitment letter) rcquircmcnl i> ()
month>. None
for PI. As 111.As.

Review Standard NDAs/PLAs/BLAs I; II&C’Act Sec. 90 pcrc~.n[ 10(1pc[” LLlll ()

within 12 months (CBER) (PDUFA II 505 (b)

commitment letter) requirement is 6
months. None

for [’[As IIIAs

Review priority efficacy suppkmen(s FD&C Au[ Sec. ~)()pcl’cclll I(lo pcrccll[ o ((.’[31:1{)

within 6 months (CDER & CBER) 505 requirelncl]t

(PDUFA [1 commitment letter) is 6 molltlls Ior
NDAs. N(mc Ior

PLAs/Bl./ls.

NON-PDUFA:
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Time Frame Relevant FY 1999 FY 1997 Baseline Overdue*
Statute Performance Plan (Es[imatc)

Goal

Review ANDAs within 180 days FIMC Act Sec. 60 pcrccn[ 54 pcrccllt

[CDER) 505(j)

Review and act on Blood and source No s[atu[(~ry 60 pcrccnl x.; pclculll -1

plasma PLAs/BLAs and PLAIBLA requircmcn[.

major supplements within 12 months
[lntemal time frame) (CBER)

Review PMAs within 180 days (CDRH) FD&C Acl SCC 50 pcrccn( 65 pcl-cull[ o
515(d)(l)(’4)

Review 5 I()(k)s within 90 days of [;I)&C’ Ac( sec. W pcrcull( 1)8 pc’lccl}[ o

receipt 510(h) ald(ll)

Review food and color additive petitions FD&C Act sec. 30 pcrccll[ ?-/ lwrck,lll (It i{hin

within 360 days. (C FSAN) Goals are 409 and SW. [80 dJ>. )**

based on 360 days. FY 1997 baseline 721 rcquircmun!

based on 180 days.** is 6 montll~

Review NADAs and ANADAs within [’l)&c ALI SCL. None 7i l)cli.’~,ll(

180 days (CVM) 512(C)(I)

* The number of applications overdue at the cnd of IY 1998.
** For petitions received in FY 1996. Llsing (Iw pre~i(~lls pctiti~~llrci ici~ l~r{)(cduw, 24 percent 01’ petitions rtxcikcci “llrsl :ic(i(~ll”

within 180 days. CFSAN rc-engln~~r~d tll~ Pell~l~)llWkl~\~ Pr~l~~ss1111’~ I‘~(~~~lll~tredefined “first action.’” I:Y i 907 figllr~.>
,,

and FY 1999 are not directly comparahlc.

FY 2000 Performance Goals are not identified in ‘his Plan” ‘PQcitic~~tioi~ ‘)f these !Wls is d~penfi~nt upon final tfctcrnlinatii~n

of the President’s FY 2000 Budget submission to Congress.
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FDAMA Plan Appen(liccs

Introduction:

These appendices and corresponding lnternet t-esourccs pro~ide direct access to
information being used ~i-ithin FD~\ to implement the FD/\ Jlodcrnization Act.
The actLd text of the law passed by Congrms. verbatim comments from
stakeholders related to improving the ~ra> FD.4 conducts bLlsiness and the current
implementation plan are available for revie~v and comment.

Considerable space is def’oted to stakeholder participation. Etren so. onl~ a
fraction of the information is attached-the balance of’infor{nation has been
organized on FDA’s ~vcbsite (httu:,’’~~~t~~,fda. co~”). B>’clicking on “’FD;4
Modernization .~ct” anyone can na]i:atc through the ~tealth of I;D.\\l:\-rcl:lteci
matcrisls currentl~”a~ailablc.

1) Section 903 of Federal Food. Drug. and Cosmetic Act
2) Section 406 of FD,I 310dernization ,\ct of 1997

w: Section 406 of the FD.4 klodernization ~ict amends. and has been
incorporated into. Section 903 of the Federal Food. Drug. and Cosmetic
AC(. Copies of both sections ha~e been included here. They include
FDA’s current mission and annual reporting requirements.

Atmendix B: Stakeholder Involvement in 1998
httt):flwww.fda. tzovloclfdama.l fdamaulnlatmendb

1) .4 Message to FDA Stakeholders (includes 7 key questions)
2) Supplemental questions asked of stakeholders
3) Written summaries of each stakeholder meeting
4) Stakeholder comments organized by FDAMA objectives

79



sore: ln~”o]~’ing stakch{)lder~ in nl(xicrnizing the Ii :1) ] [).-\ I1lCCIS ils \tatLll[)r~

md public heol[h rcsponsibi]itids is perhaps the I1lOS[ Si:nll;c:lnt

ad~mcemen( addressed in FD,lhll. In 1998 FD.A made dramatic
progress in gathering ideas t’orimpro~-ing the \genc}”s effect ivencss,
Stakeholders include experts in science, medicine. and public health. as
~vell as consumers. product nmnLlfacturcrs. importers. and retailers. hlost
of the information contained in (his section is also a~ailable on FJ3,-\”s
l~-ebsite.

A~penciix C: FD.4MA Implementation Chart
http: /hw~v.fda,cov/oc/ fdama/fdamaninlappendc

~: This chart sho~~s FDA’s current status on implementing FD.+\f,\. It
provides a section-b~-section o~er~ie~~ including a brief description of
each task. statutory deadlines. and kcy contacts ~iithin the .-~gcnc~. This is
the actual implcmcnta[ion franlc~tot-k used b: (he .-\gcnc!,

w: This report includes a sumrnar> of 32 of FD,\’s most important functions
os the~-rela~e to applications from nmnufacturcrs. Examples ofthcse
rcquirmncnls arc. ‘“Re~ic~~priorit~ Xe~\ Drug ,lpplicatiom ~~ithin 6
months.” and ““Rc~ic~~-infant formula notiilcations ~tidlin 90 da~s.-’ ,\lso
included arc statistics that sho~f current performance le~cls. future targets,
and o~erduc applications. (>[her applications and submissions are also
identified.

Other Information Resources .~~ailable via Internet

FDA-S ~veb site at http: ‘it~~~~v,!’da.co~/oc’fdama/comm includes a special section on the
FDA Modernization Act of 1997. Various reports. meeting summaries. stakeholder
comments, and implementation updates are available continuously for persons with
Internet access. Visitors can learn more about FDA as well as view first-hand the
Agency’s progress in achieving its mission

Full text of FDAMA, Public Law 105-115:
http: //thomas.loc.~ov/bss/dl 05/dl 051aws.htrnl

Transcripts of public meetings:
htt~://www.fda. ~ov/oks/dOckets/dockets/98N03 39/calendar.htm
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Department of Health and Human Services (DHHS) main \vcb site:
http: ~’~~~i~v,dhhs.~Ot’.
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